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Product Service

EC Certificate

Full Quality Assurance System

Directive 83/42/EEC on Medical Devices (MDD}, Annex Il excluding {4)

{Devices in Class lla, llb or 1}

No. G1 061585 0032 Rev. 00

Manufacturer:

Facility(ies):

Product Category(ies):

B. Braun Medical AG

Seesatz 17
6204 Sempach
SWITZERLAND

B. Braun Medical AG
Route de Sorge 9, 1023 Crissier, SWITZERLAND

B. Braun Medical AG
Seesatz 17, 6204 Sempach, SWITZERLAND

Solutions and powders for disinfection of dental
and surgical instruments and devices, endoscopes,
anaesthetic equipment, hemodialysis monitors

and for use in ultrasonic bathes;

Wipes for cleaning and disinfection of medical
devices as ultrasonic probe heads.

Solutions and tissues for surface disinfection of
medical equipment, e.g. operating accessories,
hospital beds and treatment chairs.

Sterile urinary-catheter-irrigation solutions

The Certification Bedy of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final

inspection of the respective devices / device categories in accordance with MDD Annex II. This quality

assurance system conforms to the

surveillance. For marketing of class Ill devices an additional Annex Il (4} certificate is mandatory. See

also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2018-05-24

Pags 1 of 1

requirements of this Directive and is subject to periodical

713160857

2018-05-24
2024-05-17

[ o]

Stefan Preid
Head of Cetiification/Notified Body

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUY SUD Product Service GmbH - Certification Bady + Ridlerstraide 65 » 80339 Munigh - Gemany
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Certificat CE

Product Service

Sistem complet de asigurare a calitatii
Directiva 93/42/CEE privind dispozitivele medicale (MDD), Anexa Il cu excluderea punctului (4)
(Dispozitive din Clasa lla, IIb sau Ill)

Nr. G1 061585 0032 Rev. 00

Producator:

Facilitate (facilitati):

Categorie(i) produs:

B. Braun Medical AG
Seesatz 17 6204 Sempach
ELVETIA

Braun Medical AG
Route de Sorge 9, 1023 Crissier,
ELVETIA

B. Braun Medical AG
Seesatz 17, 6204 Sempach, ELVETIA

Solutii si pulberi pentru dezinfectarea instrumentelor
si a dispozitivelor stomatologice si chirurgicale, a
endoscoapelor, a echipamentelor de anestezie, a
monitoarelor de hemodializa si pentru utilizare in bai
cu ultrasunete; servetele pentru curatarea si
dezinfectarea dispozitivelor medicale precum capete
de sonda cu ultrasunete. Solutii si servetele pentru
dezinfectarea suprafetei echipamentelor medicale, de
ex., accesorii de operare, paturi de spital si scaune de
tratament. Solutii sterile de irigare a cateterelor
urinare

Organismul de certificare TUV SUD Product Service GmbH declara ca producatorul mentionat mai sus a
implementat un sistem de asigurare a calitatii pentru proiectarea, fabricarea si inspectia finala a
respectivelor categorii de dispozitiv(e) in conformitate cu MDD, Anexa Il. Acest sistem de asigurare a
calitatii este in conformitate cu prezenta Directiva si se supune supravegherii periodice. Pentru

comercializarea dispozitivelor din clasa lll, este obligatoriu un certificat suplimentar conform Anexei Il (4).
A se vedea si notele de pe verso.

Raport Nr.:
Valabil de la:

Valabil pana la:

Data, 24.05.2019

Pagina 1 din 1

713160957

24.05.2019
17.05.2024

Semnaturéa indescifrabild
Stefan Preil3
Seful organismului de certificare/notificat

TUV SUD Product Service GmbH este Organism notificat cu nr. de identificare 0123

TUV SUD Product Service GmbH « Organism de certificare * RidlerstraBe 65 « 80339 Miinchen » Germania




Subsemnatul SOLESCU CATALIN CONSTANTIN, interpret si traducator autorizat
pentru limba engleza, in temeiul autorizatiei nr. 25609, eliberata de Ministerul Justitiei din
Romania, certific exactitatea traducerii efectuate din limba engleza in limba romana, ca textul
prezentat, a fost tradus complet, fara omisiuni, si ca, prin traducere, inscrisului nu i-au fost
denaturate continutul si sensul.
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Best Trados

biron de Traduwcers

Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office@besttrados.ro
Tel.: +40 722 555 883

Traducere din limba engleza

B. BRAUN

SHARING EXPERTISE
B. Braun Medical AG
Seesatz 17

6204 Sempach

Elvetia

DECLARATIE DE CONFORMITATE

Categoria produsului: Solutii si tesuturi pentru dezinfectarea suprafetei echipamentelor
medicale, de exemplu: accesorii de operare, paturi de spital si scaune de tratament

Denumirea produsului Forma de Observatii
dozaj Data marcajului CE / lot nr.
Ethanol 70 °/o pure / denat. Solutie 03.02.2003
Ethanol 80 /o denat. Solutie 12.07.2005 / Batch 5273MO08
Hexaquart® forte Solutie 19.12.2006 / Batch 6513M04 1152;2?'22018/ ™
Hexaquart® plus Solutie 01.02.1998
Hexaquart® p'us iemon fresh ~ >olutie 15.11.2002
Hexaquart® pure Solutie 05.07.2018 7 Batch 1S274M18
Hexaquart® S / Hexaquart®S  [Solutie EoL / 10-2019/
erfumed 22.07.2002 TW 162574
Hexaquart® XL Solutie 17.08.2018/ Batch 18335M02
) Solutie EoL 4-2016 /TW
Meliseptol® 01.02.1998 05774
Meliseptol® NEW FORMULA  [Solutie 10.12.2014/ Batch 14502M24
Meliseptol® pure Solutie 29.03.2017/ Batch 17133M08
Meliseptol® Foam pure Solutie 17.09.2007/Batch 7381M06 g;’g;” 063241
Meliseptol® HBV Tucher/ INoC 140708
Tissues Servetele 102.10.2001 Batch 14393M'9
Meliseptol® rapid Solutic 11.05.2000 g;’g;” 092451
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Meliseptol® Wipes sensitive Servetele 29.06.2011 / Batch 11231M02
Meliseptol® Wipes sensitive 20 [Servetele 08.03.2019/ Batch 19094M27

) . .. Servetele
Meliseptol® Wipes sensitive XL 11.07.2016/ Batch 16215M19

. . .. Servetele
Meliseptol® Wipes sensitive 100 06.07.2016/ Batch 16221M08
Melsept® SF Solutie 01.02.1998
Melsept® Spray Solutie 27.03.2012 /Batch 12132M07

. Solutie EoL 27-11-20/

Melsitt® 01.02.1998 TW146913
Softa® Cloth CHX 2% Servetele 20.12.2011 / Batch 1347720

Procedura de evaluare a conformitatii: conform Anexei II fara 4 din DIRECTIVA
CONSILIULUI 93/42/CEE

Clasificare: conform anexei IX din DIRECTIVA CONSILIULUI 93/42/CEE
Clasa/Norma: Clasa IIb/Norma 15

Standarde Aplicate: EN/ISO 13485:2016, Certificat nr. Q5 061585 0030, valabil
pana la 31.07.2022

Certificat CE: Nr. G1 061585 0032; valabil pana la 17.05.2024

Organism notificat: TUV SUD Produs Service GmbH, Zertifizierungsstelle, Ridlerstrasse 65,
80339 Munchen, Germania

Nr. de identificare: 0123

Prin prezenta, declardm pe propria raspundere ca produsele mentionate mai sus indeplinesc toate
dispozitiile Directivei Consiliului 93/42/CEE a Consiliului din 14 iunie 1993 privind
dispozitivele medicale, astfel cum a fost modificata prin Directiva 2007/47 / CE, care se aplica
acestora, dupa se mentioneaza in ANEXA II.

Sempach, 07.10.2020

B. Braun Medical AG

Peter Egli

Director Unitate de Calitate din cadrul Dep. de Control al Infectiei Coe
/semndturd indescifrabila/

Dr. Michael Gluschke
Director Dep. de Afaceri Reglementare OPM
/semnatura indescifrabila/
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B. BRAUN

SHARING EXPERTISE

Nr. art.

18676
18677
18791
187495
19298
19756
18726
18786
18955
1B95E
189105
19106
19379
18885
18887
19081
19083
1R784
18785
185918
19841
19542
19943
180028
180029
2587955
2587963
19340
19941
1BO026
180027
18353
TEBBE
1B88S
18830
1889
188393
19043
19044
19045
19288
19289
19206
19469
19796
19797
19804
19580

DECLARATIE DE CONFORMITATE
Atasament pentru dispozitive medicale Clasa Ila

Denumire produs

Ethanol 70 % denat., 500 ml
Ethanol 70 % denat,, 1000 ml
Ethanol 70 % denat,, 5 |
Ethanol 70 % denat,, 1000 ml
Ethanol 70 % denat., 2001
Ethanol 70 %% denat., 500 ml
Ethanol 70 % denat., 1000 |
Ethanol 70 % pure, 5 |

Ethancl 80% denat., 500 mi
Ethanol 80% denat., 51
Hexaguart® forte, 1000 mi
Hexagquart® forte, 51
Hexaquart® forte, 51
Hexaquart® plus, 51

Hexaquart™ plus, 200 |
Hexaguart® plus, 1000 ml
Hexaquart® plus, 5 |
Hexaquart® plus lemon fresh, 1000 ml
Hexagquart® plus lemon fresh, 5 |
Hexaquart® plus femon fresh, 2001
Hexaquart® plus lemon fresh, 1000 ml
Hexaquart® pure, 1000 mi
Hexaguart® pure, 51
Hexaguart® pure, 1000 ml
Hexaquart® pure, 51
Hexaquart® 5 perfumed, 5 |
Hexaquart® 5 perfumed, 251
Hexaquart®™ XL, 1000 mi
Hexagquart® XL, 5 |
Hexaguart® XL, 1000 ml
Hexaguart® XL, & |
Meliseptol®, 200

Meliseptol®, 250 ml
Meliseptal®, 1000 ml
Meliseptal®, 1000 ml
Meliseptal® 5 |

Meliseptal® E00 |

Meliseptal® 1000 ml
Meliseptal® 1000 ml
Meliseptal™®, 5 |

Meliseptal® Foam pure, 5 |
Meliseptol® Foam pure, 5 |
Surface Foam, 5 |

Meliseptol® Foam pure, 1000 mi
Meliseptal® Foam pure, 750 ml
Meliseptal®™ Foam pure, 750 ml
Meliseptol® Foam pure, 750 m
Surface Foam, 750 mi

Document nr. BSP-E-52-05-WI-REG01-01-FO-04 versiune 04

Observatii

M3N3 | Eol - TW 136562 [ 4-21
M3M3 f Eol - TW136562 [ 7-21
M3N3 | Eol - TW13B562 [ 7-21
M3f3 = TW 147521 f 10-20
M33 = TW 147521 [ 10-20
M3/3 - TW 147521 [ 10-20
M3V - TW 147521 [ 10-20
P3N - TW 148280 [ 10-20
M3/V3 - TW 148280 [ 10-20
33 - TW 148280 [ 5-20
M3/V3 - TW 148280 / 10-20

Mi3/M3 - TW 106930 [ 10-20
M3/V3 - TW 128099 | 3-21

M3 [ Eol - TW 95774 [ 1-21
M3V | Eol = TW 95774 [ 1-21
M3MN3 | Eol - TW 95774 [ 1-21
M3V3 | Eol - TW 95774 [ 1-27
M3INI J Eol - TW 95774 [ 1-21
M3NV3 | Eol - TW 95774 1-21
M3/NV3 | Eol - TW 95774 [ 1-21
M3/v3 | Eol - TW 95774 [ 1-21
M3V3 [ Eol - TW 95774 [ 1-1

=Meliseptol® Foam pure

=Meliseptol® Foam pure



B. BRAUN

SHARING EXPERTISE

Nr. art.

18706
18707
19096
19097
19757
15758
19760
19761
19762
19763
19764
180077
19926
19927
19958
18564
18565
18hEG
18867
18208
18583
1BES3
19047
19048
19049
19108
19172
19912
19530
19582
180104
19894
180070
19853
18906
18907
18309
18077
1890738
18954
188498
1B900
19581
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DECLARATIE DE CONFORMITATE

Atasament pentru dispozitive medicale Clasa Ila

Denumire produs

Meliseptol™ HBV Tissues, Box
Meliseptol® HBV Tissues, Refill
Meliseptol® HBY Tissues, Box
Meliseptol® HBV Tissues, Refill
Meliseptol® New Formula, 200 |
Meliseptol® New Formula, 5 |
Meliseptol® New Formula, 1000 |
Meliseptal® Mew Formula, 1000 ml
Meliseptol® New Formula, 250 mi
Meliseptol® New Formula, 250 mi
Meliseptol® New Formula, 1000 ml
Meliseptol® New Formula, 500 mi
Mehsepto® pure, 250 mi
Meliseptol® pure, 1000 ml
Meliseptol® pure, 5|

Meliseptol® rapid, 250 ml
Meliseptol® rapid, 1000 mi
Meliseptol® rapid, 250 ml
Meliseptol® rapid, 5 |

Surface Quick, 51

Meliseptol® rapid, 251
Meliseptal® rapid, 200 |
Meliseptol® rapid, 250 ml
Meliseptal® rapid, 1000 ml
Meliseptal® rapid, 51

Meliseptal® rapid, 1000 ml
Meliseptal® rapid, 750 mi
Meliseptal® rapid, 750 ml
Meliseptol® Wipes sensitive, Refill
Meliseptol® Wipes sensitive, Box
Meliseptol® Wipes sensitive 20
Meliseptal® Wipes sensitive 100
Surface Foam Wipes

Meliseptol® Wipes sensitive XL
Melsept® SF, 1000 ml

Melsept™® 5F, 51

Melsept® SF, 200 |

Melsept® SF, 1000 ml

Melsept® SF, 51

Melsept® Spray, 1000 mi
Melsitt®, 5 |

Melsitt® 2001

Softa® Cloth CHX 200

Observatii

= Meliseptol® rapid
M3/W3 f Eol - TW 128008 { 1-21

M3/V3 [ Eol - TW 114178 [ 10-21

= Meliseptol® Wipes sensitive

M3NV3 [ Eol - TW 146313/ 1-22
M3NV3 [ Eol - TW 146913/ 12-20



Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA,
FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberatd de Ministerul Justitiei din
Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ca
textul prezentat spre traducere a fost tradus in intregime, fara omisiuni, si ca, prin traducere,

inscrisului nu i-au fost denaturate continutul si sensul.
Traducator si interpret autorizat,

Valerica Patru (17602)

/

Wingtgrol Justitiel
VA i PATRU
ad erpret autorizat
- < eza, Italiand
E;Q?r\usoz

Z/L}()' s
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B BRAUN

SHARING EXPERTISE

B. Braun Medical AG

Seesatz 17
6204 Sempach
Switzerland
DECLARATION OF CONFORMITY
Product Category:  Solutions and tissues for surface disinfection of medical equipment,
e.g. operating accessories, hospital beds and treatment chairs
Product name Dosage Date of CE marking / Remarks
form Batch no.
Ethanol 70 % pure [ denat. Solution 03.02.2003
Ethanol 80 % denat. Selution 12.07.2005 { Batch 5273M08
Hexaquart® forte Solution 19.12.2006 { Batch 6513M04 52;;—3018 gl
Hexaguart® plus Solution 01.02.1998
Hexaquart® plus lemon fresh Solution 15.11.2002
Hexaquart® pure Sofution 05.07.2018 { Batch 18274M18
. Eol/10-2019/
Hexaquart® S [ Hexaquart® S perfumed | Solution 22.07.2002 TW 162574
Hexaquart® XL Solution 17.08.2018 { Batch 18335M02
) : EolL 4-2016 / TW
®
Meliseptol Solution 01.02.1998 95774
Meliseptol® NEW FORMULA Solution 10.12.2014 { Batch 14502M24
Meliseptol® pure Solution 29.03.2017 { Batch 17133M08
. . NaoC 713063241
®
Meliseptol® Foam pure Solution 17.09.2007 { Batch 7381M06 Ratch 15271M35A
: ; : , NoC 140708
®
Meliseptol® HBV Tiicher { Tissues Tissues 02.10.2001 Batch 14393M19
. . ] NoC 713092451
®
Meliseptol® rapid Solution 11.05.2000 Batch 17065M41V
Meliseptol® Wipes sensitive Wipes 29.06.2011 / Batch 11231M02
Meliseptol® Wipes sensitive 20 Wipes (8.03.2019 / Batch 19094M27
Meliseptol® Wipes sensitive XL Wipes 11.07.2016 / Batch 16215M19
Meliseptol® Wipes sensitive 100 Wipes 06.07.2016 { Batch 16221M08
Melsept® SF Solution 01.02.1998
Melsept® Spray Solution 27.03.2032 / Batch 12132M07
, . Fol 27-11-20{
Melsitt® Selution 01.02.1998 TW146913
Softa® Cloth CHX 2% Wipes 20.12.2011 ] Batch 1347720

Document n®; BSP-E-52-05-WI-REGQ1-01-FO-04 version 04
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B BRAUN
SHARING EXPERTISE
DECLARATION OF CONFORMITY
Medical Devices Class lla

Conformity Assessment Procedure according to ANNEX Il exciuding (4} of the COUNCIL DIRECTIVE

93/42/EEC
Classification according to ANNEX IX of the COUNCIL DIRECTIVE 93/42/EEC
Class f Rule Class lla f Rule 15
Applied Standards EN IS0 13485:2016, Certificate No. Q5 061585 0030,
valid until 31.07.2022
EC Certificate No. G1 061585 0032; valid until 17.05.2024
Notified Body TUV SUD Product Service GmbH, Zertifizierstelle, Ridlerstrasse 65,
80339 Miinchen, Germany
Identification no. 0123

We herewith declare under our scle responsibility that the above mentioned products meet all the provisions
of the COUNCIL DIiRECTIVE 93/42/EEC of 14 June 1993 concerning medical devices as amended by Directive
2007/47[EC, which apply to them, as stated in ANNEX |1

Sempach, 07.10.2020

B. Braun Medical AG

P2
7/
Pefer Egfi - Mjchael Gluschke
eaq_df Quality Unit CoE [nfection Controi irecfor Global Regulatory Affairs OPM

4
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B BRAUN

SHARING EXPERTISE

Art. No.
18676
18677
18791
18795
19296
19756
18726
18786
18355
18958
19105
19106
19379
18885
18887
19081
19083
18784
18785
18918
19841
19942
19943
180028
180029
2587955
2587963
19940
19941
180026
180027
18353
18888
18889
18890
18891
18893
19043
18044
19045
19288
19289
19206
19459
19796
19797
19804
19990

DECLARATION OF CONFORMITY
Medical Devices Class lla

Product Name

Ethanol 70 % denat., 500 ml
Ethanol 70 % denat., 1000 m!
Ethanol 70 % denat., & |
Ethanol 70 % denat., 1000 ml
tthanol 70 % denat., 200 |
Ethanoi 70 % denat., 500 mi
Ethano! 70 % denat., 1000 |
Ethanal 70 % pure, 51
Ethanol 80% denat., 500 ml
Ethanol 80% denat., 5 |
Hexaquart® forte, 1000 ml
Hexaquart® forte, 5 |
Hexaquart® forte, 5 |
Hexaguart® plus, 5 |
Hexagquart® plus, 200 |
Hexaquart® plus, 1000 ml
Hexaquart® plus, 5 |
Hexaquart® plus lemon fresh, 1000 ml
Hexaquart® plus lemon fresh, 5
Hexaquart® plus lemon fresh, 200 |
Hexaquart® plus lemon fresh, 1000 ml
Hexaquart® pure, 1000 ml
Hexaquart® pure, 5 |
Hexaquart® pure, 1000 ml
Hexaquart® pure, 5 |
Hexaquart® S perfumed, 5 |
Hexaquart® S perfumed, 25 |
Hexaquart® XL, 1000 ml
Hexaquart® XL, 5 |

Hexaquart® XL, 1000 ml
Hexaquart® XL, 5 |

Meliseptol®, 200 |

Meliseptol®, 250 ml
Meliseptol®, 1000 ml
Meliseptol®, 1000 ml
Meliseptol®, 5 |

Meliseptol®, 600 |

Meliseptol®, 1000 ml
Meliseptol®, 1000 ml
Meliseptol®, 5 |

Meliseptol® Foam pure, 5|
Meliseptol® Foam pure, 5 1
Surface Foam, 5 |

Meliseptol® Foam pure, 1000 m!
Meliseptol® Foam pure, 750 m!
Meliseptol® Foam pure, 750 ml
Meliseptol® Foam pure, 750 ml
Surface Foam, 750 ml

Remarks

M3/V3 | Eol - TW136562 / 4-21
M3/V3 | Eol - TW136562 | 7-21
M3/V3 | Eol - TW136562 | 7-21
M3/Vv3 - TW 147521 { 10-20
M3/V3 - TW 147521/ 10-20
M3/V3 - TW 147521 { 10-20
M3/V3 - TW 147521 { 10-20
M3/V3 - TW 148280 / 10-20
M3/VV3 - TW 148280/ 10-20
M3/V3 - TW 148280/ 5-20
M3/V3 - TW 148280 / 10-20

M3/V3 - TW 106939 { 10-20
M3/V3 - TW 128099 / 3-21

M3/V3 | Eol - TW 95774/ 1-21
M3/V3 { Eol. - TW 95774/ 1-21
M3/V3 [ EolL - TW 95774 [ 1-21
M3/V3 [ Eol - TW 95774/ 1-21
M3/V3 f Eol - TW 95774 / 1-21
M3/V3 / Eol - TW 95774/ 1-21
M3/V3 [ Eol - TW 85774/ 1-21
M3/V3 [ Eol - TW 95774/ 1-21
M3/V3 [ Eol - TW 95774 1-21

=Meliseptol® Foam pure

=Meliseptol® Fcam pure
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B/ BRAUN

SHARING EXPERTISE

DECLARATION OF CONFORMITY
Medical Devices Class lla

Art. No. Product Name

18706 Meliseptol® HBV Tissues, Box
18707 Meliseptol® HBV Tissues, Refill
19096 Meliseptol® HBV Tissues, Box
19097 Meliseptol® HBV Tissues, Refill
19757 Meliseptof® New Formula, 200 |
19758 Meliseptol® New Formula, 5 |
19760 Meliseptol® New Formula, 1000 |
19761 Meliseptol® New Formula, 1000 mi
19762 Meliseptol® New Formula, 250 ml
19763 Meliseptol® New Formuta, 250 m)
19764 Meliseptol® New Formula, 1000 ml
180077 Meliseptol® New Formuia, 500 mi
19926 Meliseptol® pure, 250 ml

19927 Meliseptol® pure, 1000 m!

19958 Meliseptoi® pure, 5 |

18564 Meliseptai® rapid, 250 ml

18565 Meliseptol® rapid, 1000 m}
18566 Meliseptol® rapid, 250 ml

18567 Meliseptol® rapid, 5|

19208 Surface Quick, 51

18583 Meliseptol® rapid, 25 |

18693 Meliseptol® rapid, 200 |

19047 Meliseptol® rapid, 250 ml|

19048 Meliseptol® rapid, 1000 ml
19049 Melisepte!® rapid, 5|

19108 Meliseptol® rapid, 1000 ml

19172 Meliseptol® rapid, 750 mi

19912 Meliseptol® rapid, 750 mi

19530 Meliseptol® Wipes sensitive, Refill
19582 Meliseptol® Wipes sensitive, Box
180104 Meliseptol® Wipes sensitive 20
19894 Meliseptol® Wipes sensitive 100
180070 Surface Foam Wipes

19893 Meliseptol® Wipes sensitive XL
189086 Melsept® SF, 1000 m!

18907 Melsept® SF, 5 |

18909 Melsept® SF, 200 |

19077 Melsept® SF, 1000 ml

19078 Melsept® SF, 5 |

18954 Melsept® Spray, 1000 ml

18898 Melsitt® 5 |

18800 Melsitt®, 200 |

19581 Softa® Cloth CHX 2%

Remarks

= Meliseptol® rapid
M3/V3 f Eol - TW 128093/ 1-21

M3/V3 [ Eol - TW 114178 { 10-21

= Meliseptol® Wipes sensitive

M3/V3 [ Eol - TW 146913/ 1-22
M3/V3 [ Eol - TW 146913/ 12-20

Document n®: BSP-E-52-05-WI-REGO1-01-FQ-04 version D4
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ZERTIFIKAT e CERTIFICATE o

L e Wk Benannt durch/Designated by

. ,'* ‘A’wl 2 v
w w Zentraistelle cer Lander
. ’L 4 flr Gesundheltsschutz
*, ‘ ," beil Arzneimitteln und
‘H* W Medizinprodukten
LB g ‘Rw ZLG-B5-244.10.08

www, 2ig de

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lla, b or 1)

No. G1 012974 0607 Rev. 02

Manufacturer: B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
GERMANY

Pl’OdUCt Category(ies): Active medical devices for fluid management:

= Volumetric infusion pumps

- Infusion syringe pumps

- Elastomeric Pumps

- Control & organisation units and systems made out of it
- Irrigation Pump and accessories

- Enteral feeding pumps

= Pump for negative pressure wound therapy

Non-active medical devices (sterile and non-sterile) for:

- Injection, infusion, transfusion and nutrition

- Anaesthesia, emergency, intensive and home care

- Disinfecting, cleaning, rinsing

- Irrigation

- Cryotherapy

- Configured customized sets

- Medical devices for wound care

- Medical Gloves

- Sterile solutions (Irrigation Solutions)

Sterile products for urology and gastroenterology:

- Catheters, catheter kits, drainage and irrigation kits, urological stents,
nephrostomy kits, cystometry kits, accessories

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex |I.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class IIl devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713181267
Valid from: 2020-06-09
Valid until: 2024-05-26
Date, 2020-07-17

O

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH + Certification Body + Ridlerstraie 65 « 80339 Munich - Germany
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ZERTIFIKAT & CERTIFICATE ¢

Product Service

Confirmation Statement related to the EC Certificate (MDD)

List of Sites involved in the Product Realisation Processes

No. GDS 012974 0618 Rev. 00

Manufacturer: B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
GERMANY

This List of Sites is only G1 012974 0607 Rev. 02
valid in combination with the
following EC Certificate (MDD):

The following pages list all sites under the manufacturer’s quality system where product
realisation processes are conducted for those devices covered by the aforementioned
EC Certificate pursuant to the Directive 93/42/EEC (MDD) concerning medical devices.

Report No.: 713181267

Valid until: 2024-05-26

K. Kektor

Issue Date: 2020-08-24 ( Randolf Kéhler )
PS-MHS-FA-0 — Foreign Affairs

Page 1 of 3

TUV SUD Product Service GmbH + RidlerstraBe 65 + 80339 Munich + Germany QQ@?«
C - [2L 2,
f;ﬁotp\,\’/

oL ale)
o>



-
=
o
(228
[
oc
Lid
o]
¢
=
Q
<L
=]
-
-
==
LLl
o
L 4
-
<
=
=
©
=
-
.
LLd
(&)
L 4
T

A

ZERTIFIKAT & CERTIFICATE & :25H:

Product Service

Confirmation Statement related to the EC Certificate (MDD)

List of Sites involved in the Product Realisation Processes

No. GDS 012974 0618 Rev. 00

Sites: B. Braun Melsungen AG
Carl-Braun-Str. 1, 34212 Melsungen, GERMANY

B. Braun Medical Industries Sdn. Bhd.
Bayan Lepas Free Industrial Zone, 11900 Penang, MALAYSIA

B. Braun Melsungen AG
Pfieffewiesen, 34212 Melsungen, GERMANY

B. Braun Melsungen AG
Am Buschberg 1, 34212 Melsungen, GERMANY

B. Braun Medical, S.A.
Crta. de Terrassa, 121, 08191 Rubi (Barcelona), SPAIN

B. Braun Medical AG
Route de Sorge 9, 1023 Crissier, SWITZERLAND

B. Braun Melsungen AG Sparte Pharma
Mistelweg 2, 12357 Berlin, GERMANY

ALMO-Erzeugnisse Erwin Busch GmbH
Grole Allee 84, 34454 Bad Arolsen, GERMANY

B. BRAUN MEDICAL SAS
13 rue Croix la Comtesse, 28400 Nogent-le-Rotrou, FRANCE

B. Braun Medical Kft Production Division
Déli-Kulhatar ut 2-4, 3200 Gyongyds, HUNGARY

B. Braun Medical Inc.
901 Marcon Boulevard, Allentown PA 18109-9341, USA

B. Braun Melsungen AG
Neue Stiftingtalstrasse 2, 8010 Graz, AUSTRIA

B.Braun Aesculap Japan Co., Ltd. Tochigi Factory - Hospital Care
285 Ogaki, Tsuga-machi, Tochigi-shi, Tochigi, 328-0101 JAPAN

B. Braun Medical AG
Hauptstraflie 39, 6182 Escholzmatt, SWITZERLAND

B. BRAUN Vietnam Co., Ltd.
Thanh Oai Industrial Complex, Bich Hoa Commune, Thanh Oai
District, 156800 Hanoi, VIETNAM

B. Braun Melsungen AG OPM
Carl-Braun-StralRe 1, 34212 Melsungen, GERMANY

B. Braun Melsungen AG OPM

Schwarzenberger Weg 73-79, 34212 Melsungen, GERMAMY
Page 2 of 3 :
TUV SUD Product Service GmbH + RidlerstraBe 65 + 80339 Munich + Germany a/\) b OBRTT
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ZERTIFIKAT & CERTIFICATE ¢

Product Service

Confirmation Statement related to the EC Certificate (MDD)

List of Sites involved in the Product Realisation Processes

No. GDS 012974 0618 Rev. 00

B. Braun Medical AG
Seesatz 17, 6204 Sempach, SWITZERLAND

B. Braun Melsungen AG Werk Spangenberg
Dérnbach 10, 34286 Spangenberg, GERMANY

B. Braun Melsungen AG Werk E
Schwarzenberger Weg 21-27, 34212 Melsungen, GERMANY

B. BRAUN MEDICAL SAS
Z.l. de Layats, 64500 Saint-Jean-de-Luz, FRANCE

B. Braun Medical B.V.
Euterpehof 10, 5342 CW OSS, THE NETHERLANDS

Page 3 of 3 Ry [- Q
TUV SUD Product Service GmbH + RidlerstraBe 65 + 80339 Munich + Germany :;Q@-ﬁ%‘* -
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ERTIFIKAT © CERTIFICATE ¢

Best Trados

Ciroun de Traduncers
Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office@besttrados.ro
VALERICA PATRU
Tel.: +40 722 555 883

Traducere din limba engleza

CERTIFICAT CE

SISTEMUL COMPLET DE ASIGURARE A CALITATII

(Directiva 93/42/CEE privind Dispozitivele medicale), Anexa II excluzand (4)
(Dispozitive din Clasa Ila, IIb sau III)

Numir G1 012974 0607 Rev. 02
Sigla TUV
Producator: B. BRAUN MELSUNGEN AG
Carl-Braun-Str.1
34212 Melsungen
GERMANIA

Categorie (ii) produs: Dispozitive medicale active pentru gestionarea fluidelor:
- Pompe volumetrice de perfuzie

- Pompe cu seringa de perfuzie

- Pompe elastomerice

- Unitati si sisteme de control si organizare din acesta

- Pompa de irigare si accesorii

- Pompe de alimentare interioara

- Dispozitive pentru stimularea nervilor

- Pompa pentru terapia plagilor cu presiune negativa

Dispozitive medicale non-active (sterile si nesterile) pentru:
- Injectie, infuzie, transfuzie si nutritie

- Anestezie, Ingrijire de urgentd, intensiva si la domiciliu

- Dezinfectare, curdtare, clatire

- Irigatii

- Crioterapia

- Seturi personalizate

- Dispozitive medicale pentru Ingrijirea ranilor

- Manusi medicale

- Solutii sterile (solutii de irigare)

- Produse sterile pentru urologie si gastroenterologie:

- Catetere, kituri de cateter, kituri de drenaj si irigare, stenturi urologice, truse de nefrostomie, kituri
de citometrie, accesorii

Organismul de certificare al TUV Product Service GmbH declara ca producatorul mai sus
mentionat a implementat un sistem de asigurare a calitatii pentru productie in conformitate cu
Anexa II din Directiva privind Dispozitivele medicale. Acest sistem de asigurare a calitatii este in
conformitate cu cerintele prezentei directive si este supus unei supravegheri periodice. Pentru
punerea pe piatd a dispozitivelor din clasa III, este obligatoriu un certificat suplimentar Anexa
(4). A se vedea, de asemenea, notele de pe verso. ﬂ | _Q_q
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Raport nr. 713181267

Valabil de la: 09.06.2020
Valabil pana la: 26.05.2024

Data, 17.07.2020
/semnatura indescifrabila/
Christoph Dicks
-aplicat logo TUV SUD-

TUV SUD Product Service GmbH este un Organism Notificat conform Directivei Consiliului
93/42/CEE privind dispozitivele medicale cu nr. de indentificare 0123.

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA,

FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberata de Ministerul Justitiei din

Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ca

textul prezentat spre traducere a fost tradus in intregime, fard omisiuni, §i ca, prin traducere,
inscrisului nu i-au fost denaturate continutul si sensul.

Traducator si interpret autorizat,

Valerica Patru (17602)

P
Py

T
; RU
rpret autorizat
ceza, Italiand
I ~17602
T v .
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ERTIFIKAT © CERTIFICATE o

Best Trados

Str. Paul Chinezu nr. 4, Timisoara, Romania

E-mail: office@besttrados.ro
birow deTraduncers VALERICA PATRU
Tel.: +40 722 555 883

Traducere din limba engleza

Declaratie de confirmare legata de certificatul CE (MDD)
Lista site-urilor implicate in procesele de realizare a produselor
Nr. GDS 012974 0618 Rev. 00

Producator: B. Braun Melsungen AG

Carl-Braun-Str. 1

34212 Melsungen

GERMANIA
Aceasta lista de site-uri este valabilid numai in combinatie cu urmaétorul certificat CE (MDD):
G1 012974 0607 Rev. 02

Urmatoarele pagini enumera toate site-urile din cadrul sistemului de calitate al producatorului in care
sunt efectuate procese de realizare a produselor pentru acele dispozitive acoperite de certificatul CE
mentionat anterior in conformitate cu Directiva 93/42/CEE (MDD) privind dispozitivele medicale.

Raport nr. 713181267
Valabil pana la 26.05.2024

Data emiterii: 24.08.2020
(Randolf Kohler)

/semnatura indescifrabilad/
PS-MHS-FA-0-Afaceri Straine

TUV SUD Product Service GmbH ¢ Ridlerstrasse 65 * 80339 Munchen * Germania


mailto:office:@besttrados.ro

Declaratie de confirmare legata de certificatul CE (MDD)
Lista site-urilor implicate 1n procesele de realizare a produselor

Nr. GDS 012974 0618 Rev. 00
Site-uri:

B. Braun Melsungen AG
Carl-Braun-Str. 1, 34212 Melsungen, GERMANIA

B. Braun Medical Industries Sdn. Bhd.
Bayan Lepas Free Industrial Zone, 11900 Penang, MALAEZIA

B. Braun Melsungen AG
Pfieffewiesen, 34212 Melsungen, GERMANIA

B. Braun Melsungen AG
Am Buschberg 1, 34212 Melsungen, GERMANIA

B. Braun Medical, S.A.
Crta. deTerrassa, 121, 08191 Rubi (Barcelona), SPANIA

B. Braun Medical AG
Route de Sorge 9, 1023 Crissier, ELVETIA

B. Braun Melsungen AG
Sparte Pharma Mistelweg 2, 12357 Berlin, GERMANIA

ALMO-Erzeugnisse Erwin Busch GmbH
Grosse Allee 84, 34454 Bad Arolsen, GERMANIA

B. BRAUN MEDICAL SAS
13 rue Croix la Comtesse, 28400 Nogent-le-Rotrou, FRANTA

B. Braun Medical Kft Production Division
Deli-Kulhatar ut 2-4, 3200 Gyongyos, UNGARIA

B. Braun Medical Inc.
901 Marcon Boulevard, Allentown PA 18109-9341, SUA

B. Braun Melsungen AG
Neue Stiftingtalstrasse 2, 8010 Graz, AUSTRIA

TUV SUD Product Service GmbH ¢ Ridlerstrasse 65 * 80339 Munchen * Germania
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B.Braun Aesculap Japan Co., Ltd. Tochigi Factory — Hospital Care
285 Ogaki, Tsuga-machi, Tochigi-shi, Tochigi, 328-0101 JAPONIA

B. Braun Medical AG
Hauptstrasse 39, 6182 Escholzmatt, ELVETIA

B. BRAUN Vietnam Co., Ltd.

Thanh Oai Industrial Complex, comuna Bich Hoa, districtul Thanh Oai,

156800 Hanoi, VIETNAM

B. Braun Melsungen AG OPM
Carl-Braun-Strasse 1, 34212 Melsungen, GERMANIA

B. Braun Melsungen AG OPM
Schwarzenberger Weg 73-79, 34212 Melsungen, GERMANIA

B. Braun Medical AG
Seesatz 17, 6204 Sempach, ELVETIA

B. Braun Melsungen AG
Werk Spangenberg Dornbach 10, 34286 Spangenberg, GERMANIA

B. Braun Melsungen AG Werk E
Schwarzenberger Weg 21-27, 34212 Melsungen, GERMANIA

B. BRAUN MEDICAL SAS
Z.1. de Layats, 64500 Saint-Jean-de-Luz, FRANTA

B. Braun Medical B.V.
Euterpehof 10, 5342 CW OSS, OLANDA

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA,
FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberata de Ministerul Justitiei din
Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ca textul
prezentat spre traducere a fost tradus in intregime, fara omisiuni, $i ca, prin traducere, inscrisului nu

i-au fost denaturate continutul si sensul.

TUV SUD Product Service GmbH ¢ Ridlerstrasse 65 * 80339 Munchen * Germania

Traducator si interpret autorizat,
Valerica Patru (17602)

P
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| Justitiel
1
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rpret autorizat
ceza, Italiand
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Product Service

EC Certificate

Full Quality Assurance System

Directive 83/42/EEC on Medical Devices (MDD}, Annex Il excluding {4)

{Devices in Class lla, llb or 1}

No. G1 061585 0032 Rev. 00

Manufacturer:

Facility(ies):

Product Category(ies):

B. Braun Medical AG

Seesatz 17
6204 Sempach
SWITZERLAND

B. Braun Medical AG
Route de Sorge 9, 1023 Crissier, SWITZERLAND

B. Braun Medical AG
Seesatz 17, 6204 Sempach, SWITZERLAND

Solutions and powders for disinfection of dental
and surgical instruments and devices, endoscopes,
anaesthetic equipment, hemodialysis monitors

and for use in ultrasonic bathes;

Wipes for cleaning and disinfection of medical
devices as ultrasonic probe heads.

Solutions and tissues for surface disinfection of
medical equipment, e.g. operating accessories,
hospital beds and treatment chairs.

Sterile urinary-catheter-irrigation solutions

The Certification Bedy of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality

assurance system conforms to the

requirements of this Directive and is subject to periodical

surveillance. For marketing of class Ill devices an additional Annex Il (4} certificate is mandatory. See

also notes overleaf.

Report No.: 713160957
Valid frem: 2019-05-24
Valid until: 2024-05-17
Date, 2019-05-24 / / /
Stefan Preid
Head of Cetiification/Notified Body
Pags 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 B 5
E Jg [Q&‘EZ;
TUV SUD Product Service GmiH + Certification Bady + Ridlerstraie 65 « 80338 Munich » Germany 2| ,.-i;ii(,{@
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ERTIFIKAT ¢ CERTIFICATE ¢

Traducere din limba engleza

e Benann t durch/Designated by

Zentralstelle der Lander
. 2 fiir Gesuncheitsschutz
kol bei Arzneimittein und

T Medizinprodukten
3ol ZLG-BS-244.10.08

w210 de

Product Service

CERTIFICAT CE

SISTEMUL DE ASIGURARE A CALITATII PRODUCTIEI
(Directiva 93/42/CEE privind Dispozitivele medicale), Anexa V

(Dispozitive in clasa I in conditii sterile, sisteme sterilizate sau pachete proceduri)
Numir G1 061585 0032 Rev. 00

Sigla TUV
Producitor: B. Braun Melsungen AG
Seesatz 17
6204 Sempach
ELVETIA
Unitati: B.BRAUN MEDICAL AG

Route de Sorge 9, 1023 Crissier, ELVETIA

B.BRAUN MEDICAL AG
Seesatz 17, 6204 Sempach, ELVETIA

Categorie produse:  Solutii si pulberi pentru dezinfectarea produselor dentare
instrumente si  dispozitive chirurgicale, endoscoape,
echipamente anestezice, monitoare de hemodializd si
pentru utilizare in bai cu ultrasunete; Servetele pentru
curatarea si dezinfectarea dispozitivelor medicale ca capete
de sondd cu ultrasunete. Solutii si servetele pentru
dezinfectarea suprafetei echipamentelor medicale, de ex.
accesorii operare, paturi de spital si scaune de tratament.
Solutii sterile irigare-cateter-urinar

Organismul de certificare al TUV Product Service GmbH declara ca producatorul mai sus mentionat a
implementat un sistem de asigurare a calitatii pentru productie in conformitate cu Anexa II din Directiva
privind Dispozitivele medicale. Acest sistem de asigurare a calitatii este in conformitate cu cerintele prezentei
directive si este supus unei supravegheri periodice. Pentru punerea pe piata a dispozitivelor de clasa III, este
obligatoriu un certificat suplimentar Anexa II (4). A se vedea, de asemenea, notele de pe verso.

Raport nr. 713160957
Valabil de la: 24.05.2019
Valabil pana la: 17.05.2024

Data, 24.05.2019
/semnatura indescifrabila/
Stefan Preiss
Director Certificare/Organism notificat
Sigla TUV

TUV Product Service GmbH este un Organism de certificare cu numar de identificare 012: ('ﬂ I Q&’
TUV SUD Product Service GmbH * Organism de certificare * Ridlerstrasse 65 * 80339 Miinc, * %ﬁ‘-" . /ﬁ‘z\
*Germania P ,{%?\C_,\\__a_,/



Subsemnata, VALERICA PATRU, interpret si traducator autorizat pentru limbile ENGLEZA, FRANCEZA si
ITALIANA in temeiul autorizatiei nr. 17602, eliberata de Ministerul Justiiei din Romania, certific exactitatea
traducerii efectuate din limba ENGLEZA in limba ROMANA, ca textul prezentat spre traducere a fost tradus in

intregime, fard omisiuni, si ca, prin traducere, inscrisului nu i-au fost denaturate continutul si sensul.
Traducator si interpret autorizat,
Valerica Patru (17602)

RU
rpret autorizat
ceza, Italiand

~17602




B/ BRAUN

SHARING EXPERTISE

M eliseptol® rapid

|
Dezinfectant pe baza de alcool cu actiune rapida

. Usor de utilizat, pentru a fi pulverizat sau sters

®  Actiune deosebit de rapida: 1 min. DGHM/VAH incl. TbB in 30 de
secunde, respectiv

. Spectru larg de eficacitate

. Miros proaspat

L Fara aldehide si fara alchilamine

L Incolor

L Listat: lista DGHM/VAH si lista de virucide IHO

Indicatii

Pentru dezinfectia suprafetelor si a echipamentelor medicale cum ar fi
sali de operatie, paturi de spital, saltele, scaune de tratament, si alte
suprafete rezistente la alcool din cabinetele medicale sau spital.
Umeziti complet suprafata cu solutie nediluata.

Timp de expunere: 1 minut.

Detalii Produs

Compozitie:

100 g solutie contine: 50 g Propan-1-ol, 0.075 g Clorura de
didecildimetilamoniu. Excipienti: < 5 % surfactanti neionici, parfum,
apa purificata.

Ingrediente conform Regulamentului pentru Detergenti EG
648/2004.

Eficacitatea Microbiologica si timpii de expunere

Micro-organisme Norme de Testare Timpul de
expunere

Bactericid, levuricid cu EN 13727, EN 13624, 1 min.

actiune mecanica EN 16615

Bactericid, levuricid fara EN 13727, EN 13624, 1 min.

actiune mecanica EN 13697

Micobactericid EN 14348 1 min.

Fungicid (A. Brasiliesis) EN 13624, EN 14562 60 min.

Virucid impotriva virusilor DVV/RKI*

incapsulati (incl. HBV, HCV. EN 14476 1 min.

HIV)

Actiune virucita limitata EN 14476 1 min.

Adenovirus EN 14476 30 sec.

Norovirus (MNV) EN 14476 1 min.

Gripa Aviara A DVV/RKI 15 sec.
prEN 14476

Rotavirus DVV/RKI 1 min.

BVDV DVV/RKI* 30 sec.

Poliomavirus S40 DVV/RKI 5 min.

* conform recomandarea RKI, Bundesgesundheitsbl. 03-2017

FISA TEHNICA

Date fizico- chimice

Solutie gata de utilizare

Aspect lichid limpede, incolor

Densitate (20°C) circa 0.98 g/ ml

Punct de aprindere (DIN 51 755) +31 °C

Parfum Discret de lamaie

M etode/Instructiuni de utilizare:

1. Purtati manusi.

2. Respectati standardele de securitate si sanatate in munca privind
lucrul cu lichide inflamabile.

3. Verificati mai intai compatibilitatea materialului (de exemplu, sticla
acrilica nu este compatibila cu alcool in general).

4. Aparatele electrice trebuie oprite inainte de a fi dezinfectate. Daca
acest lucru este imposibil, trebuie luate masuri de precautie pentru a
se asigura ca nu apare un scurcircuit in timpul dezinfectiei. Lasati
suprafetele fierbinti se racesc inainte de dezinfectie.

5. Distribuiti solutia dezinfectanta pe suprafata.

a) Utilizati de preferinta un prosop de unica folosinta saturat cu
M eliseptol® rapid.

b) Pulverizati M eliseptol® rapid pe zonele care nu pot fi accesate
stergand. Nu pulverizati in orificiile dispozitivului!

6. Nu stergeti suprafata pana la uscare.

7. Asteptati pana cand timpul de expunere a trecut si lasati sa se
usuce.

8. In cazuri de contaminare vizibila, procedura trebuie efectuata in
doi pasi:

a) In primul rand, cu ajutorul unui'prosop de unica folosinta
impregnat cu Meliseptol® rapid este indepartat materialul
contaminant.

b) Dezinfectia este apoi efectuata in mod normal (vezi 5.).

Se aplica maxim 50 ml/m?2.

COM PATIBIL CU SISTEM UL DE DISPENSER B.BRAUN WIPES

M eliseptol® rapid poate fi utilizat ca lichid de impregnare cu sistemul
de distribuire a Servetelelor B.Braun. Solutia poate ramane in sistemul
de distribuire pana la 4 saptamani.

Etichetarea marfurilor periculoase: vezi fisa cu date de securitate a
materialelor (MSDS).

Avertizare:

Folositi dezinfectantii in siguranta. Cititi intotdeauna eticheta si
informatiile despre produs inainte de utilizare.

Reglementarile privind sanatatea si securitatea in munca prevad ca
trebuie purtate manusi la manipularea dezinfectantilor care nu sunt
destinati pielii.

A nu se pastra la o temperatura 225 °C pentru perioade lungi de timp.
A se pastra departe de copii.

Toleranta/Toxicologie

Date empirice privind efectele asupra oamenilor: Inhalarea unor
concentratii mari de vapori poate provoca simptome precum dureri de
cap, ameteli, oboseala, greata si varsaturi.

Expunerea repetata sau prelungita poate provoca iritatii ale pielii si
dermatita, datorita proprietatilor de degresare ale produsului.

Poate provoca iritatii ale mucoaselor.

Compatibilitatea materialelor
Materialele sensibile la alcool (de exemplu, sticla acrilica) trebuie mai
intai testate pentru rezistenta la M eliseptol® rapid.
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B/ BRAUN FISA TEHNICA

SHARING EXPERTISE

Ambalaj comercial / Termen de valabilitate

Ref. Produs Termgrll Ambalare
valabilitate
19047 M eliseptol® Rapid 250 ml, 5 ani 20
SPRAY
19048 | Meliseptol® Rapid 1000 ml 5 ani 10
19049 | Meliseptol® Rapid 5000 ml 5 ani 1

Valabilitate dupa deschidere — 12 luni *
*in zonele cu risc igienic ridicat de ex. ATl recomandam utilizarea
produselor in decurs de 3 luni

Certificare
M eliseptol® rapid este inregistrat in conformitate cu cerintele
Directivei privind dispozitivele medicale si este marcat CE, clasa lla.

Ed. 03_2022



Fisa tehnica de securitate
conform Regulamentului (CE) nr. 1907/2006 in versiunea sa in vigoare)
B BRAUN

Meliseptol rapid
Data revizuirii: 20.08.2020 Cod produs: 00056-0191

Traducere din limba engleza

SECTIUNEA 1: Identificarea substantei/amestecului si a companiei
1.1 Identificator produs

Meliseptol rapid

UFIL: 9OM7V-U7DT-M009-4GKW

1.2 Utilizari relevante identificate ale substantei sau amestecului si utilizari contraindicate:
Aplicarea substantei / preparatului:
Dezinfectant alcoolic cu actiune rapidad pentru suprafete mici / pentru dispozitive medicale
1.3 Detalii despre furnizorul fisei tehnice de securitate
Numele companiei: B. Braun Melsungen AG
Strada: Seesatz 17
Loca itatea: CH-6204 Sempach
Departament responsabil: Telefon: +41 (0) 58/258 50 00

E-mail: info.bbmch@bbraun.com

Responsabil pentru fisa tehnica de securitate: sds@gbk-ingelheim.de
Furnizor
Numele companiei: B. Braun Melsungen AG
Strada: Carl-Braun-Strasse 1 Localitate: D-34212 Melsungen
Departamentul responsabil: Zentrale Service-Bereiche / Logistik und Supply Chain

Telefon: +49 (0) 5661 / 71-4422 E-Mail: logistics.service@bbraun.com

1.4. Numar de telefon urgente: INTERNATIONAL: +49 - (0) 6132-84463, GBK GmbH (24h-7d /w-
365d/a)

Anglia si Tara Galilor: NHS 111;

Scotia: NHS 24 — formati 111;

SECTIUNEA 2: Identificarea pericolelor
2.1. Clasificarea substantei sau a amestecului in conformitate cu 1272/2008/CE
Categorii de pericol:
Lichid inflamabil: Lichid inflamabil 3
Leziuni oculare grave / iritare a ochilor: Daunator ochi 1
Toxicitate specifica pentru organele tinta - expunere unica: STOT SE 3
Fraze de pericol:
Lichid si vapori inflamabili.
Provoaca leziuni oculare grave.
Poate provoca somnolentd sau ameteli.

Revizuire nr.: 2.0 GB-ENG
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Fisa tehnica de securitate
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Meliseptol rapid
Data revizuirii: 20.08.2020 Cod produs: 00056-0191

2.2 Elemente de etichetare

Regulamentul (CE) Nr. 1272/2008
Componente periculoase pentru etichetare
n-Propanol

Cuvant de avertizare: Pericol

Pictograme:

Fraze de pericol

H226 Lichid si vapori inflamabili.

H318 Provoaca leziuni oculare grave.

H336 Poate provoca somnolentad sau ameteli.

Fraze precautie

P210 Tineti departe de caldura, suprafete fierbinti, scantei, flacari deschise si alte surse de aprindere.
Fumatul interzis.

P261 Evitati s respirati vaporii.

P280 Purtati protectie pentru ochi.

P305+P351+P338 IN CAZ DE CONTACT CON OCHI: Cltiti cu atentie cu apa timp de citeva minute.
Scoateti lentilele de contact, daca sunt prezente si usor de facut. Continuati clatirea.

P310 Contactati imediat un CENTRU DE TOXICOLOGIE/medic.

P501 Aruncati continutul/containerul la o instalatie de eliminare a deseurilor aprobata.

Etichetarea ambalajelor la care continutul nu depaseste 125 ml
Cuvant de avertizare: Pericol

(3

Pictograme:

Fraze de pericol

H318

Fraze de precautie

P280-P305+P351+P338-P310

2.3. Alte pericole

Conform Regulamentului (CE) nr. 1907/2006 (REACH), niciuna dintre substantele continute in acest

Revizuire nr.: 2.0 GB-ENG



Fisa tehnica de securitate
conform Regulamentului (CE) nr. 1907/2006 in versiunea sa in vigoare)

B BRAUN
Meliseptol rapid
Data revizuirii: 20.08.2020 Cod produs: 00056-0191

produs nu este o substanta PBT.

Vaporii pot forma un amestec exploziv cu aerul.

SECTIUNEA 3. Compozitie/ Informatii despre ingrediente

Caracterizare chimica

Solutie alcoolica

Componente periculoase

INt. CAS Denumire chimica Cantitate
Nr. CE [Nr. index INr. REACH
Clasificare GHS

71-23-8 n-Propanol 50 %
200-746-9 1603-003-00-0 01-2119486761-29
Lichid inflamabil. 2, Daunator pentru ochi 1, STOT SE 3; H225 H318 H336

308062-28-4 |Amine, C12-14 (numadrate par) -alchildimetil, N-oxizi <1%
931-292-6 | 01-2119490061-47
Tox. acutd 4, Iritant pentru piele. 2, Daunator pentru ochi. 1, Acut acvatic 1, Cronic acvatic 2;
H302 H315 H318
H400 H411

7173-51-5 Clorura de didecildimetilamoniu <0,25 %
230-525-2 |612-13 1-00-6 |Ol-21 19945987-15

Tox. acutd 4, Coroziv piele 1B, Acut acvatic 1, Cronic acvatic 2; H302 H314 H400 H411

Textul integral al declaratiilor H si EUH: vezi sectiunea 16.

SECTIUNEA 4: Masuri de prim-ajutor
Informatii generale

Datele de la punctul 4 nu se refera partial la utilizarea si utilizarea regulata a produsului (in acest sens
consultati prospectul si informatiile de specialitate), ci la eliberarea unor cantitati majore in caz de

accidente si nereguli.
Indepartati imediat imbracamintea Tnmuiatd contaminata.
Daca va simtiti rau, solicitati sfatul medicului.

Dupa inhalare
Mergeti la aer proaspat in cazul inhaldrii accidentale de vapori.
In cazul aparitiei simptomelor, consultati un tratament medical.

Dupa contactul cu pielea
In caz de contact cu pielea, spalati imediat cu multa apa.
Consultati un medic daca iritatia pielii persista.

Revizuire nr.: 2.0 GB-ENG
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Dupa contactul cu ochii
Clatiti bine cu multa apa, inclusiv sub pleoape.
Solicitati tratament medical de la un specialist oftalmolog.

Dupa ingestie

Clatiti gura si dati multa apa de baut.

Nu administrati niciodatd nimic pe cale orala unei persoane inconstiente.
Chemati imediat un medic.

Induceti voma numai la sfatul medicului.

4.2. Cele mai importante simptome si efecte, atat acute, cit si intarziate

Provoaca leziuni oculare grave.
Poate provoca somnolentd sau ameteli.

4.3. Indicatii privind orice asistenta medicala imediata si tratament special necesar
Tratati simptomele.

SECTIUNEA 5: Masuri de stingere a incendiilor

S.1. Mijloace de stingere

Mijloace de stingere adecvate

Spuma rezistenta la alcool, substantd chimica uscata, dioxid de carbon (CO2), apa pulverizata.
Mijloace de stingere neadecvate

Jet de apa plin

5.2. Pericole speciale care decurg din substanta sau amestecul respectiv
Incendiul poate produce:

monoxid de carbon (CO), dioxid de carbon (CO2) si oxizi de azot (NOx)
compusi de clorura.

5.3. Sfaturi pentru pompieri
Purtati aparat de respirat cu furnizare independenta de aer.

Costum de protectie

Informatii suplimentare

Réciti recipientele periculoase cu jet de apa pulverizata.

A se pastra departe de sursele de aprindere - Fumatul interzis.
Vaporii sunt mai grei decat aerul si se rdspandesc pe pamant.

Revizuire nr.: 2.0 GB-ENG
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Amestecul vapori/aer este exploziv, chiar si In recipiente goale, necuratate.
Reziduurile provenit de la incendii si apa contaminata de stingere a incendiilor trebuie eliminate in
conformitate cu reglementarile locale.

SECTIUNEA 6: Masuri in caz de dispersie accidentala

6.1. Precautii personale, echipament de protectie si proceduri de urgenta
In cazul formarii de vapori, folositi un respirator.

Asigurati o ventilatie adecvata.

Folositi imbracaminte de protectie personala.

Tineti la distantd sursele de aprindere.

6.2. Precautii legate de mediu

A nu se deversa in canalizare/ape de suprafatd/ape subterane.

6.3. Metode si material pentru izolarea si curitarea

Absorbiti cu material absorbant inert (de exemplu, nisip, gel de silice, liant de acid, liant universal).
Puneti intr-un recipient adecvat pentru eliminare.

6.4. Referire la alte sectiuni

Respectati instructiunile de protectie (vedeti sectiunile 7 si 8).
Informatii pentru eliminare vedeti sectiunea 13.

SECTIUNEA 7: Manipulare si depozitare

7.1. Precautii pentru manipularea in siguranta

Sfaturi pentru manipularea in siguranta

Asigurati o ventilatie adecvata.

Cand utilizati, nu mancati, beti sau fumati.

Evitati contactul cu ochii, pielea sau mucoasa.

Recomandairi privind protectia impotriva incendiilor si exploziilor

Pastrati produsul si recipientul gol departe de caldura si surse de aprindere. Nu fumati.
Luati masuri de precautie impotriva descarcarilor statice.

7.2. Conditii de depozitare in siguranta, inclusiv eventualele incompatibilitati
Cerinte pentru incaperi si vase de depozitare

Pastrati recipientul bine inchis Intr-un loc uscat, racoros si bine ventilat.

Acordati atentie regulilor anti-explozie.

Sfaturi despre depozitarea in comun

Incompeatibil cu:

Agenti oxidanti

Metale alcaline si metale alcaline pdmantesti

Informatii suplimentare despre conditiile de depozitare

Revizuire nr.: 2.0 GB-ENG
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Meliseptol rapid
Data revizuirii: 20.08.2020 Cod produs: 00056-0191
A se pastra departe de alimente, bauturi si furaje pentru animale.
7.3. Utilizare finala specifica
Dezinfectant alcoolic cu actiune rapidd pentru suprafete mici / pentru dispozitive medicale
SECTIUNEA 8: Controale ale expunerii/protectie personala
8.1. Parametri de control
Limite de expunere (EH40)
Nr. CAS Substanta ppm| mg/m3Fibre/ml Categorie origine
71-23-8 Propan-1-ol 200, 500 TWA (8 h) WEL
250 625 STEL (15 min) WEL
Valori DNEL/DMEL
Nr.CAS  [Substanti
Tip DNEL Ruta de expunere |Efect 'Valoare
71-23-8 ‘n—Propanol
DNEL lucrator, pe termen lung dermic sistemic 136 mg/kg bw/zi
DNEL lucrator, pe termen lung inhalare sistemic 268 mg/m?
DNEL lucrator, acut inhalare sistemic 1723 mg/m?
DNEL consumator, pe termen lung dermic sistemic 81 mg/kg bw/zi
DNEL consumator, pe termen lung inhalare sistemic 80 mg/m>
DNEL consumator, acut inhalare sistemic 1036 mg/m?
DNEL consumator, pe termen lung oral sistemic 61 mg/kg bw/zi
308062-28-4 |Amine, C12-14 (numarate par)-alchildimetil, N-oxizi
DNEL lucritor, pe termen lung dermic sistemic 11 mg/kg bw/zi
DNEL lucritor, pe termen lung inhalare sistemic 15,5 mg/m’
DNEL consumator, pe termen lung dermic sistemic 5.5 mg/ke bw/zi
DNEL consumator, pe termen lung inhalare sistemic 3,8 mg/m’
DNEL consumator, pe termen lung oral sistemic 0,44 mg/kg bw/zi
Valori PNEC
Nr.CAS  [Substanti
Compartimentul de mediu 'Valoare
71-23-8 ‘n-Propanol
Apd dulce 10 mg/1
Apd marind 1 mg/1
Sediment de apa dulce 22,8 mg/kg
Sediment marin 2,28 mg/kg
Microorganisme in statiile de epurare a apelor uzate (STP) 06 mg/1
Sol 2,2 mg/kg
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308062-28-4  Amine, C12-14 (numarata pare) -alchildimetil, N-oxizi
Apd dulce 0,0335 mg/1
Apd marind 0,00335 mg/l
Sediment de apa dulce 5,24 mg/kg
Sediment marin 0,524 mg/kg
Microorganisme in statiile de epurare a apelor uzate (STP) 24 mg/l
Sol 1,02 mg/kg

8.2. Controale ale expunerii

Controale ingineresti adecvate

Asigurati o ventilatie adecvata, in special in spatiile inchise

Masuri de protectie si igiena

Datele de la punctul 8 nu se refera partial la utilizarea si utilizarea regulata a produsului (in acest sens
consultati prospectul si informatiile de specialitate), ci la eliberarea unor cantitati majore in caz de
accidente si nereguli.

Spalati-va mainile inainte de pauze si la sfarsitul zilei de lucru.

Cand utilizati, nu mancati, beti sau fumati.

Scoateti si spalati hainele contaminate inainte de reutilizare.

Nu respirati vaporii sau ceata de pulverizare.
Evitati contactul cu ochii, pielea sau mucoasa.

Protectie pentru ochi/fata
Ochelari de protectie cu protectie laterald (EN 166).
Flacon pentru spalarea ochilor cu apa pura (EN 15154).

Protectia méainilor

Manusi de protectie rezistente la substante chimice din nitril, grosime minimd a stratului 0,4 mm,
rezistentd la penetrare (durata de purtare) aprox. 480 de minute, adicd manusd de protectie <Camatril
Velours 730> fabricata de www.kcl.de.

Aceastd recomandare se refera exclusiv la compatibilitatea chimica si la testul de laborator conform EN
374 efectuat in conditii de laborator.

Cerintele pot varia in functie de utilizare. Prin urmare, este necesar sa respectati suplimentar
recomandarile date de producatorul manusilor de protectie.

Protectia pielii

Imbracaminte cu méaneci lungi (DIN EN ISO 6530)

Protectie respiratorie

Nu este necesar In mod normal echipament personal de protectie respiratorie.

In cazul unei ventilatii insuficiente, purtati echipament respirator adecvat (filtru de gaz tip A) (EN 14387).

Revizuire nr.: 2.0 GB-ENG
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SECTIUNEA 9: Proprietati fizice si chimice

9.1. Informatii despre proprietatile fizice si chimice de baza
Stare fizica: lichida

Culoare: incolor

Miros: alcoolic

Valoarea pH-ului (la 20 °C): Metoda de testare: n.d.
Modificari ale starii fizice

Punct de topire: - 127 © C *)

Punctul initial de fierbere si intervalul de fierbere: 97 © C *)
Punct de sublimare: n.a.

Punct de inmuiere: n.d.

Punct de aprindere: 31 ° C DIN 51755

Inflamabilitate:

Solid: n.a.

Gaz: n.a.

Proprietati explozive

Produsul este considerat neexploziv; cu toate acestea se poate genera amestec exploziv de praf/aer

Limite inferioare de explozie: n.d.
Limite superioare de explozie: n.d.
Temperatura de aprindere: > 400 ° C *)
Temperatura de autoaprindere
Solid: n.a.

Gaz: n.a.

Temperatura de descompunere: n.d.

Proprietati oxidante

Nu oxideaza.

Presiunea vaporilor: 28.2 hPa *)
(1a 20 °C)

Densitate (la 20 °C): 0,90-0,92 g/cm?
Densitate 1n vrac: n.a.
Solubilitatea in apa: miscibil

(1a 20 °C)

Solubilitate in alti solventi

n.d.

Coeficient de partitie: 0,2 *)
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Vascozitate / dinamica: n.d.
Vascozitate / cinematica: n.d.
Timp de curgere: n.d.

Densitatea vaporilor: n.d.

Viteza de evaporare: n.d.

Test de separare a solventului: n.d.
Continut de solvent: 50 %

9.2. Alte informatii
*) n-Propanol

SECTIUNEA 10: Stabilitate si reactivitate

10.1. Reactivitate

Fara descompunere daca este depozitat si aplicat conform instructiunilor.
10.2. Stabilitate chimica

Stabil in conditii normale.

10.3. Posibilitatea de reactii periculoase

Reactii cu agenti oxidanti.

Reactii cu metale alcaline.

Reactii cu metale alcaline padmantesti.

10.4. Conditii de evitat

Amestecuri de vapori/aer sunt explozive la incalzire intensiva.

Incilzirea poate elibera vapori care pot fi aprinsi.

10.5. Materiale incompatibile

Agenti oxidanti

Metale alcaline si metale alcaline pamantesti.

10.6. Produsi de descompunere periculosi

Nu se cunosc produse de descompunere periculoase.

Incendiul poate produce:

Monoxid de carbon (CO), dioxid de carbon (CO2) si oxizi de azot (NOx)
Compusi de clor

SECTIUNEA 11: Informatii toxicologice

11.1. Informatii privind efectele toxicologice

Toxicitate acuta

Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
Nu exista date toxicologice disponibile.

P\Ir. CAS ‘Denumire chimica
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Ruta de expunere ‘Dozé ‘Specie ‘Sursé Metoda
71-23-8 n-Propanol
oral LD50 > 8000 [Sobolan
mg/kg
dermic LD50 4032 |lepure
mg/kg
inhalare (4 h) vapori LC50 >33,8 [Sobolan OECD 403
mg/1
308062-28-4 |Amine, C12-14 (numarate par) -alchildimetil, N-oxizi
oral 1064 Sobolan OECD 401
LD50
mg/kg
dermic LD50 >2000 [Sobolan
mg/kg
7173-51-5  |Clorura de didecildimetilamoniu
oral LD50 238 Sobolan OECD 401
mg/kg
dermic L D50 3342 lepure
mg/kg

Iritatie si corozivitate

Provoaca leziuni oculare grave.
Coroziunea/iritatia pielii: Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
Efecte sensibilizante
Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.

Efecte cancerigene/mutagene/toxice pentru reproducere

Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
STOT- expunere unica
Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
STOT - expunere repetata
Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
Pericol de aspirare
Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
Informatii suplimentare despre teste
Clasificare n conformitate cu procedura de evaluare specificatd in Regulamentul (CE) nr. 1272/2008.
Experienta practica

Alte observatii
Ingestia provoaca iritarea sistemului respirator superior si tulburari gastro-intestinale. Inghitirea face
posibila reabsorbtia.
Expunerea repetatd sau prelungita poate provoca iritatii ale pielii si dermatitd, datorita proprietatilor de
degresare ale produsului.
Inhalarea vaporilor in concentratie mare poate provoca efecte narcotice.

Revizuire nr.:

2.0 GB-ENG
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SECTIUNEA 12: Informatii ecologice
12.1. Toxicitate
Datele ecologice nu sunt disponibile.
INr. CAS Denumire chimica
[h] |
Toxicitate acutd Doz [d]Specie Sursa Metoda
71-23-8 n-Propanol
Toxicitate acuta la pesti [LC50 4555 96 h| Pimephales promelas
Toxicitate acuta la E(%SIO 3644 48 h| Daphnia magna
crustacee me/l
Toxicitate la alge INOEC 1150 2 d| Chlorella sp.
me/l
Toxicitate la crustacee NO/]]EC > 100 21 d Daphnia magna
me.
308062-28-4 |Amine, C12-14 (numarate par)-alchildimetil, N-oxizi
Toxicitate acuta la pesti [LC50 2,67 96 h| Pimephales promelas
Toxicitate acuta alge Ergclso 0,143 Pseudokirchneriela OECD 201
mg/1 subcapitata
Toxicitate acuta la
crustacee EC50 3,1 mg/l | 48 h| Daphnia magna
Toxicitate la pesti INOEC 0,42 302 d| Pimephales promelas
me/l
Toxicitate la alge NOEC  >=0,067| 28d Algae
me/l
Toxicitate la crustacee [NOEC 0,7 mg/1 21 d| Daphnia magna OECD 211
7173-51-5  |Clorura de didecildimetilamoniu
Toxicitate acuta la pesti |[LC50 0,19 96 h| Pimephales promelas US-EPA
Toxicitate acuta alge grgCISO 0,026 Pseudokirchneriela OECD 201
me/l subcanitata
Toxicitate acuti la ECS0 0,062 48 h| Daphnia magna EPA-FIFRA
crustacee me/l
Toxicitate la pesti NOEC 0,032 34 d| Danio rerio OECD 210
Toxicitate la crustacee ﬁg]lEC 0,014 21 d| Daphnia magna
me/l
Toxicitate acuta bacterii| (11 mg/l) 3 h{ Namol activat OECD 209

12.2. Persistenta si degradabilitate

Surfactantul(ii) continut(e) in acest preparat respectd (conformd) cu criteriile de biodegradabilitate
prevazute in Regulamentul (CE) Nr.648/2004 privind detergentii. Datele care sustin aceasta afirmatie sunt

puse la dispozitia autoritdtilor competente ale statelor membre si vor fi puse la dispozitia acestora, la

cererea directd a acestora sau la solicitarea unui producator de detergent.
Revizuire nr.: 2.0 GB-ENG
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Data revizuirii: 20.08.2020 Cod produs: 00056-0191
INr. CAS Denumire chimica
Metoda |Va10are | d |Sursa
Evaluare
71-23-8 n-Propanol
DBO in % din DO teoretici 175 % | 20 |
Usor biodegradabil.
308062-28-4 |Amine, C12-14 (numarate par)-alchildimetil, N-oxizi
90 % [ 28 |
Usor biodegradabil (conform criteriilor OCDE).
7173-51-5  |Clorura de didecildimetilamoniu
OCDE 301B 72 % | 28 |
Usor biodegradabil.
12.3. Potential bioacumulativ
n-Propanol
Produsul are un potential bioacumulator scazut.
Coeficientul de partitie n-octanol/apa
Nr. CAS Denumire chimica Log Pow
71-23-8 n-Propanol 0,25
308062-28-4 | Amine, C12-14 (numarate par)-alchildimetil, N-oxizi 2,7

12.4. Mobilitatea in sol
Nicio informatie disponibild

12.5. Rezultatele evaluarii PBT si vPvB
Conform Regulamentului (CE) nr. 1907/2006 (REACH), niciuna dintre substantele continute in acest
produs nu este o substanta PBT.

12.6. Alte efecte adverse
Pericol scazut pentru ape.

Informatii suplimentare
Leziunile ecologice nu sunt cunoscute sau asteptate in conditii normale de utilizare.
Produsul nu este permis sé fie descarcat in mediul acvatic.

SECTIUNEA 13: Consideratii privind eliminarea
13.1. Metode de tratare a deseurilor

Recomandari de eliminare
Revizuire nr.: 2.0 GB-ENG
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Fisa tehnica de securitate
conform Regulamentului (CE) nr. 1907/2006 in versiunea sa in vigoare)
B BRAUN

Meliseptol rapid
Data revizuirii: 20.08.2020 Cod produs: 00056-0191

Poate fi incinerat, daca este In conformitate cu reglementarile locale.

Cod Lista deseurilor - reziduuri/produse neutilizate

070604 DESEURI DIN PROCESE CHIMICE ORGANICE; deseuri din MFSU de grasimi, unsoare,
sdpunuri, detergenti, dezinfectanti si cosmetice; alti solventi organici, lichide de spalat si solutii mama;
deseuri periculoase

Ambalaj contaminat

Containerele goale trebuie luate pentru reciclare, recuperare sau eliminare locald a deseurilor.

Ambalajele contaminate trebuie golite pe cat posibil si, dupa curdtarea corespunzatoare, pot fi luate pentru
reutilizare.

Ambalajele care nu pot fi curdtate trebuie eliminate la fel ca produsul.

SECTIUNEA 14: Informatii despre transport

Transport terestru (ADR/RID)

14.1. Numar ONU: UN 1274

14.2. Denumirea ONU de expediere: n-PROPANOL, SOLUTIE
14.3. Clasa(e) de pericol pentru transport: 3

14.4. Grupa de ambalare: 111

Eticheta de pericol: 3

Cod de clasificare: F1

Cantitate limitata: 5 L/30 kg

Cantitate exceptata: E1

Categoria de transport: 3

Nr. pericol: 30

Cod de restrictie pentru tunel: D/E

Transport pe cai navigabile interioare (ADN)
14.1. Numar ONU: UN 1274

14.2. Denumirea ONU de expediere: n-PROPANOL, SOLUTIE
14.3. Clasa(e) de pericol pentru transport: 3
14.4. Grupa de ambalare: 111

Eticheta de pericol: 3

Cod de clasificare: F1

Revizuire nr.: 2.0 GB-ENG
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B BRAUN

Meliseptol rapid
Data revizuirii: 20.08.2020 Cod produs: 00056-0191

Cantitate limitata: 5 L/30 kg
Cantitate exceptata: E1

Transport maritim (IMDG)

14.1. Numar ONU: UN 1274

14.2. Denumirea ONU de expediere: n-PROPANOL (ALCOOL PROPILIC, NORMAL), SOLUTIE
14.3. Clasa(e) de pericol pentru transport: 3

14.4. Grupa de ambalare: 111

Eticheta de pericol: 3

Poluant maritim: NU
Cantitate limitata: 5 L/30 kg
Cantitate exceptata: E1
EmS: F-E, S-D

Transport aerian ICAO-TI/TATA-DGR)

14.1. Numar ONU: UN 1274

14.2. Denumirea ONU de expediere: n-PROPANOL (ALCOOL PROPILIC, NORMAL), SOLUTIE
14.3. Clasa(e) de pericol pentru transport: 3

14.4. Grupa de ambalare: 111

Eticheta de pericol: 3

Cantitate limitatd Pasageri: 10 L

LQ pasager: Y344

Cantitate exceptata: E1

Instructiuni de ambalare IATA - Pasager: 355
IATA-max. cantitate - pasager: 60 L
Instructiuni de ambalare IATA - Marfa: 366
Cantitate maxima IATA - Marfa: 220 L

14.5. Pericole pentru mediu

PERICULOS PENTRU MEDIU: NU

14.6. Precautii speciale pentru utilizator

Manipulati in conformitate cu bunele practici de igiena industriald si de siguranta.
Revizuire nr.: 2.0 GB-ENG
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Meliseptol rapid
Data revizuirii: 20.08.2020 Cod produs: 00056-0191

14.7. Transport in vrac in conformitate cu anexa II la Marpol si Codul IBC
Transportul se face numai in ambalaje omologate si adecvate.

SECTIUNEA 15: Informatii de reglementare

15.1. Reglementari/legislatii de siguranta, sanatate si mediu specifice pentru substanta sau amestec
Informatii privind reglementarile UE

2004/42/CE (COV): 50%

Informatii conform 2012/18/UE (SEVESO III): lichide inflamabile P5c

Informatii suplimentare

Regulamentul (CE) nr. 648/2004 (Regulamentul privind detergentii):

Agenti tensioactivi neionici <5% - Parfum <5%

Ingrediente supuse obligatiei de etichetare conform SCCP: -

Informatii privind reglementarile nationale

Restrictii de angajare:

Respectati restrictiile privind angajarea minorilor in conformitate cu ,,orientarile privind protectia muncii
pentru minori” (94/33/CE). Respectati restrictiile de angajare conform Directivei privind protectia
maternitatii (92/85/EEC) pentru femeile Tnsarcinate sau care alapteaza.

15.2. Evaluarea securitatii chimice
Pentru aceasta substanta nu a fost efectuatd o evaluare a securitatii chimice.

SECTIUNEA 16: Alte informatii

Abrevieri si acronime

ADR = Accord europeen relatif au transport international des marchandises Dangereuses par Route
RID = Reglement concernant le transport international ferroviaire de marchandises dangereuses
ADN = Accord europeen relatif au transport international des marchandises dangereuses par voie de
navigation interieur

IMDG = Codul maritim international pentru marfuri periculoase

IATA/ICAO = International Air Transport Association / International Civil Aviation Organization
MARPOL = International Convention for the Prevention of Pollution from Ships

IBC-Code = Cod international pentru constructia si echipamentul navelor care transportd produse chimice
periculoase 1n vrac

GHS = Sistemul Global Armonizat de Clasificare si Etichetare a Substantelor Chimice

REACH = Inregistrare, Evaluare, Autorizare si Restrictionare a Substantelor Chimice

CAS = Serviciul de rezumate chimice

EN = norma europeana

ISO = Organizatia Internationald pentru Standardizare

DIN = Deutsche Industrie Norm

Revizuire nr.: 2.0 GB-ENG
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PBT = Persistent Bioacumulativ si Toxic

vPvB = Foarte Persistent si Foarte Bioacumulativ

LD = doza letala

LC = Concentratie letala

EC = Concentratie de efect

IC = concentratia mediana de imobilizare sau concentratia mediana de inhibitie

Clasificarea amestecurilor si metoda de evaluare utilizata conform Regulamentului (CE) nr. 1272/2008

[CLP]

Clasificare Procedura de clasificare
Lichid inflamabil 3; H226 Pe baza datelor de testare
Leziuni oculare 1; H318 Metoda de calcul

STOT SE 3; H336 Metoda de calcul

Declaratii H si EUH relevante (numar si text integral)
H225 Lichid si vapori foarte inflamabili.

H226 Lichid si vapori inflamabili.

H302 Nociv in caz de Inghitire.

H314 Provoaca arsuri grave ale pielii si leziuni oculare.
H315 Provoaca iritarea pielii.

H318 Provoaca leziuni oculare grave.

H336 Poate provoca somnolenta sau ameteli.

H400 Foarte toxic pentru viata acvatica.

H411 Toxic pentru mediul acvatic cu efecte de lunga durata.

Informatii suplimentare

Datele de la punctele 4 1a 8, precum si de la 10 la 12, nu se refera partial la utilizarea si utilizarea regulata
a produsului (in acest sens consultati informatii despre utilizare si despre produs), ci la eliberarea unor
cantitdti majore in caz de accidente si nereguli.

Informatiile descriu exclusiv cerintele de sigurantd pentru produs(e) si se bazeazd pe nivelul actual al
cunostintelor noastre.

Specificatiile de livrare sunt cuprinse 1n figsa produsului corespunzatoare.

Aceste date nu constituie o garantie pentru caracteristicile produsului (produselor), asa cum sunt definite
de reglementdrile legale de garantie.

(n.a. = nu se aplicd; n.d. = nedeterminat)

Pentru utilizarile identificate, vezi si A.L.S.E. (www.aise.eu). Acolo veti gasi informatii suplimentare sub
cuvantul cheie SUMI (informatii despre amestecuri de utilizare in siguranta).

Utilizari identificate

Revizuire nr.: 2.0 GB-ENG
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Utilizari identificate
INr. [Titlu scurt LCS SU PC PROC ERC AC TF Specificatie
1 Dezinfectant - - - 8a, 8b, 9, 10 |- - - SUMI-I
instrumente 19
LCS: etapele ciclului de viata SU: sectoare de utilizare
PC: categorii de produse PROC: categorii de procese
ERC: categorii de eliberare in mediu AC: categorii de articole

TF: functii tehnice

(Datele pentru ingredientele periculoase au fost preluate, respectiv, din ultima versiune a fisei tehnice de
securitate a subcontractantului.)

Subsemnata, VALERICA PATRU, interpret si traducdtor autorizat pentru limbile ENGLEZA,

FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberati de Ministerul Justitiei din

Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ci textul

prezentat spre traducere a fost tradus in Intregime, fard omisiuni, $i cd, prin traducere, inscrisului nu i-au
fost denaturate continutul si sensul.

Traducator §i interpret autorizat,

Valerica Patru (17602)

-
grpret autorizal
hoezi, Italiana

Revizuire nr.: 2.0 GB-ENG
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Meliseptol rapid
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SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1. Product identifier

Meliseptol rapid
UFI: 9M7V-U7DT-M009-4GKW

1.2. Relevant identified uses of the substance or mixture and uses advised against

Use of the substance/mixture
Fast acting alcoholic disinfectant for small surfaces / for medical devices

1.3. Details of the supplier of the safety data sheet

Manufacturer
Company name: B. Braun Medical AG
Street: Seesatz 17
Place: CH-6204 Sempach
Responsible Department: Zentrale
Telephone: +41 (0) 58 / 258 50 00
E-Mail: info.bbmch@bbraun.com
Responsible for the safety data sheet: sds@gbk-ingelheim.de
Supplier
Company name: B. Braun Melsungen AG
Street: Carl-Braun-Strafe 1
Place: D-34212 Melsungen
Responsible Department: Zentrale Service-Bereiche / Logistik und Supply Chain
Telephone: +49 (0) 5661 / 71-4422
E-Mail: logistics.service@bbraun.com
1.4. Emergency telephone INTERNATIONAL: +49 - (0) 6132 - 84463, GBK GmbH (24h - 7d/w - 365d/a)
number: In England and Wales: NHS 111 In Scotland: NHS 24 - dial 111

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture

Regulation (EC) No. 1272/2008
Hazard categories:
Flammabile liquid: Flam. Liq. 3
Serious eye damage/eye irritation: Eye Dam. 1
Specific target organ toxicity - single exposure: STOT SE 3
Hazard Statements:
Flammabile liquid and vapour.
Causes serious eye damage.
May cause drowsiness or dizziness.

2.2. Label elements
Regulation (EC) No. 1272/2008

Hazard components for labelling
n-Propanol

Signal word: Danger

Pictograms:

gy

Hazard statements

H226 Flammable liquid and vapour.
H318 Causes serious eye damage.
H336 May cause drowsiness or dizziness.

Revision No: 2,0 GB - EN
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Precautionary statements

P210 Keep away from heat, hot surfaces, sparks, open flames and other ignition sources. No
smoking.
P261 Avoid breathing vapour.
P280 Wear eyeprotection.
P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing.
P310 Immediately call a POISON CENTER/doctor.
P501 Dispose of contents/container to an approved waste disposal plant. .
Labelling of packages where the contents do not exceed 125 ml
Signal word: Danger
Pictograms:

3

Hazard statements

H318

Precautionary statements
P280-P305+P351+P338-P310
2.3. Other hazards
According to Regulation (EC) No 1907/2006 (REACH) none of the substances, contained in this product are a
PBT substance.
Vapours may form explosive mixture with air.

SECTION 3: Composition/information on ingredients

3.2. Mixtures

Chemical characterization
Alcoholic solution

Hazardous components

CAS No Chemical name Quantity
EC No [Index No [REACH No
GHS Classification

71-23-8 n-Propanol 50 %
200-746-9 |603-003-00-O |01 -2119486761-29
Flam. Lig. 2, Eye Dam. 1, STOT SE 3; H225 H318 H336

308062-28-4 |Amines, C12-14 (even numbered)-alkyldimethyl, N-oxides <1%
931-292-6 | [01-2119490061-47
Acute Tox. 4, Skin Irrit. 2, Eye Dam. 1, Aquatic Acute 1, Aquatic Chronic 2; H302 H315 H318
H400 H411

7173-51-5 Didecyldimethylammonium chloride <0,25%
230-525-2 |612-131-00-6 01-2119945987-15
Acute Tox. 4, Skin Corr. 1B, Aquatic Acute 1, Aquatic Chronic 2; H302 H314 H400 H411

Full text of H and EUH statements: see section 16.

SECTION 4: First aid measures

4.1. Description of first aid measures

General information
Data of item 4 do partly not refer to the use and the regular employing of the product (in this sense consult

package leaflet and expert information), but to liberation of major amounts in case of accidents and

irregularities.
Remove contaminated soaked clothing immediately.

Revision No: 2,0
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If you feel unwell, seek medical advice.

After inhalation
Move to fresh air in case of accidental inhalation of vapours.
In the event of symptoms refer for medical treatment.

After contact with skin
Wash off with soap and plenty of water.
Consult a doctor if skin irritation persists.

After contact with eyes
Rinse thoroughly with plenty of water, also under the eyelids.
Seek medical treatment by eye specialist.

After ingestion
Rinse out mouth and give plenty of water to drink.
Never give anything by mouth to an unconscious person.
Summon a doctor immediately.
Induce vomiting only upon the advice of a physician.

4.2. Most important symptoms and effects, both acute and delayed
Causes serious eye damage.
May cause drowsiness or dizziness.

4.3. Indication of any immediate medical attention and special treatment needed
Treat symptoms.

SECTION 5: Firefighting measures

5.1. Extinquishing media

Suitable extinguishing media
Alcohol-resistant foam, dry chemical, carbon dioxide (CO2), water-spray.

Unsuitable extinguishing media
Full water jet

5.2. Special hazards arising from the substance or mixture
Fire may produce:
carbon monoxide (CO), carbon dioxide (CO2) and nitrogen oxides (NOXx)
Chlorine compounds.

5.3. Advice for firefighters
Use breathing apparatus with independent air supply.
Protective suit.

Additional information
Cool containers at risk with water spray jet.
Keep away from sources of ignition - No smoking.
Vapours are heavier than air and spread along ground.
The vapour/air mixture is explosive, even in empty, uncleaned receptacles.
Fire residues and contaminated firefighting water must be disposed of in accordance with the local regulations.

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures
In case of vapour formation use respirator.
Ensure adequate ventilation.
Use personal protective clothing.
Keep away sources of ignition.

6.2. Environmental precautions
Do not discharge into the drains/surface waters/ground water.

6.3. Methods and material for containment and cleaning up
Soak up with inert absorbent material (e.g. sand, silica gel, acid binder, universal binder).
Shovel into suitable container for disposal.

Revision No: 2,0 GB - EN
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6.4. Reference to other sections
Observe protective instructions (see Sections 7 and 8).
Information for disposal see section 13.

SECTION 7: Handling and storage

7.1. Precautions for safe handling

Advice on safe handling
Ensure adequate ventilation.
When using do not eat, drink or smoke.
Avoid contact with eyes, skin or mucous membrane.
Advice on protection against fire and explosion
Keep product and empty container away from heat and sources of ignition.
Do not smoke.
Take precautionary measures against static discharges.

7.2. Conditions for safe storage, including any incompatibilities

Requirements for storage rooms and vessels
Keep container tightly closed in a dry, cool and well-ventilated place.
Pay attention to anti-explosion rules.
Hints on joint storage
Incompatible with:
Oxidizing agents
Alkaline metals and earth alkaline metals.
Further information on storage conditions
Keep away from food, drink and animal feeding stuffs.

7.3. Specific end use(s)

Fast acting alcoholic disinfectant for small surfaces / for medical devices

SECTION 8: Exposure controls/personal protection

8.1. Control parameters

Exposure limits (EH40)

CAS No Substance ppm mg/m3| fibres/ml Category Origin
71-23-8 Propan-1-ol 200 500 TWA (8 h) WEL
250 625 STEL (15 min) WEL

Revision No: 2,0 GB - EN
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DNEL/DMEL values

CAS No |Substance

DNEL type Exposure route Effect Value

71-23-8 | n-Propanol

Worker DNEL, long-term dermal systemic 136 mg/kg bw/day

Worker DNEL, long-term inhalation systemic 268 mg/m?

Worker DNEL, acute inhalation systemic 1723 mg/m?

Consumer DNEL, long-term dermal systemic 81 mg/kg bw/day

Consumer DNEL, long-term inhalation systemic 80 mg/m?

Consumer DNEL, acute inhalation systemic 1036 mg/m?

Consumer DNEL, long-term oral systemic 61 mg/kg bw/day

308062-28-4 | Amines, C12-14 (even numbered)-alkyldimethyl, N-oxides

Worker DNEL, long-term dermal systemic 11 mg/kg bw/day

Worker DNEL, long-term inhalation systemic 15,5 mg/m?

Consumer DNEL, long-term dermal systemic 5,5 mg/kg bw/day

Consumer DNEL, long-term inhalation systemic 3,8 mg/m?

Consumer DNEL, long-term oral systemic 0,44 mg/kg
bw/day

PNEC values

CAS No |Substance

Environmental compartment Value

71-23-8 | n-Propanol

Freshwater 10 mgl/l

Marine water 1 mg/l

Freshwater sediment 22,8 mg/kg

Marine sediment 2,28 mg/kg

Micro-organisms in sewage treatment plants (STP) 96 mg/l

Soil 2,2 mg/kg

308062-28-4 | Amines, C12-14 (even numbered)-alkyldimethyl, N-oxides

Freshwater 0,0335 mg/l

Marine water 0,00335 mg/l

Freshwater sediment 5,24 mg/kg

Marine sediment 0,524 mg/kg

Micro-organisms in sewage treatment plants (STP) 24 mg/l

Soil 1,02 mg/kg

8.2. Exposure controls

Appropriate engineering controls
Ensure adequate ventilation, especially in confined areas.

Protective and hygiene measures

Data of item 8 do partly not refer to the use and the regular employing of the product (in this sense consult
package leaflet and expert information), but to liberation of major amounts in case of accidents and

irregularities.

Wash hands before breaks and at the end of workday.
When using do not eat, drink or smoke.

Remove and wash contaminated clothes before re-use.
Do not breath vapours or spray mist.

Avoid contact with eyes, skin or mucous membrane.

Revision No: 2,0 GB - EN
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Eyelface protection
Safety goggles with side protection (EN 166).
Eye wash bottle with pure water (EN 15154).

Hand protection
Protective gloves resistant to chemicals made of nitrile, minimum coat thickness 0.4 mm, permeation
resistance (wear duration) approx. 480 minutes, i.e. protective glove <Camatril Velours 730> made by
www.kcl.de.
This recommendation refers exclusively to the chemical compatibility and the lab test conforming to EN 374
carried out under lab conditions.
Requirements can vary as a function of the use. Therefore it is necessary to adhere additionally to the
recommendations given by the manufacturer of protective gloves.

Skin protection
Long sleeved clothing (DIN EN ISO 6530)
Respiratory protection
No personal respiratory protective equipment normally required.
In case of insufficient ventilation wear suitable respiratory equipment (gas filter type A) (EN 14387).

SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties

Physical state: Liquid
Colour: Colourless
Odour: Alcoholic
Test method

pH-Value (at 20 °C): n.d.
Changes in the physical state
Melting point: -127°C *)
Initial boiling point and boiling range: 97 °C *)
Sublimation point: n.a.
Softening point: n.d.
Flash point: 31 °C DIN 51755
Sustaining combustion: Sustaining combustion
Flammability

Solid: n.a.

Gas: n.a.

Explosive properties
The product is considered non-explosive; nevertheless explosive vapour/air mixture can be generated

Lower explosion limits: n.d.
Upper explosion limits: n.d.
Ignition temperature: 400 °C ™)
Auto-ignition temperature

Solid: n.a.

Gas: n.a.
Decomposition temperature: n.d.
Oxidizing properties

Not oxidising.
Vapour pressure: 28,2 hPa *)

(at 20 °C)

Density (at 20 °C): 0,90 - 0,92 g/cm?
Bulk density: n.a.

Revision No: 2,0 GB - EN
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Water solubility: Miscible
(at 20 °C)
Solubility in other solvents
n.d.

Partition coefficient: 0,2 *)
Viscosity / dynamic: n.d.
Viscosity / kinematic: n.d.
Flow time: n.d.
Vapour density: n.d.
Evaporation rate: n.d.
Solvent separation test: n.d.
Solvent content: 50 %

9.2. Other information

*) n-Propanol

SECTION 10: Stability and reactivity

10.1. Reactivity
No decomposition if stored and applied as directed.

10.2. Chemical stability
Stable under normal conditions.
10.3. Possibility of hazardous reactions

Reactions with oxidizing agents.
Reactions with alkali metals.
Reactions with earth alkali metals.

10.4. Conditions to avoid
Vapour/air mixtures are explosive at intensive warming.
Heating can release vapours which can be ignited.
10.5. Incompatible materials
Oxidizing agents
Alkaline metals and earth alkaline metals.
10.6. Hazardous decomposition products
No hazardous decomposition products known.
Fire may produce:

Carbon monoxide (CO), carbon dioxide (CO2) and nitrogen oxides (NOx)
chlorine compounds

SECTION 11: Toxicological information

11.1. Information on toxicological effects

Acute toxicity
Based on available data, the classification criteria are not met.
No toxicological data available.
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CAS No Chemical name
Exposure route Dose |Species |Source Method
71-23-8 n-Propanol
oral LD50 >8000 |Rat
mg/kg
dermal LD50 4032 Rabbit
mgkg
inhalation (4 h) vapour [LC50 > 33,8 Rat OECD 403
mg/l
308062-28-4 | Amines, C12-14 (even numbered)-alkyldimethyl, N-oxides
oral LD50 1064 Rat OECD 401
mg/kg
dermal LD50 >2000 |Rat
mg/kg
7173-51-5 |Didecyldimethylammonium chloride
oral LD50 238 Rat OECD 401
mg/kg
dermal LD50 3342 Rabbit
mg/kg

Irritation and corrosivity

Causes serious eye damage.

Skin corrosion/irritation: Based on available data, the classification criteria are not met.
Sensitising effects

Based on available data, the classification criteria are not met.

Carcinogenic/mutagenic/toxic effects for reproduction
Based on available data, the classification criteria are not met.

STOT-single exposure
May cause drowsiness or dizziness. (n-Propanol)

STOT-repeated exposure
Based on available data, the classification criteria are not met.

Aspiration hazard
Based on available data, the classification criteria are not met.

Additional information on tests

Classification in compliance with the assessment procedure specified in the Regulation (EC) no 1272/2008.

Practical experience

Other observations

Ingestion causes irritation of upper respiratory system and gastrointestinal disturbance. Swallowing renders

reabsorption possible.

Repeated or prolonged exposure may cause skin irritation and dermatitis, due to degreasing properties of the

product.
Inhalation of vapours in high concentration can cause narcotic effects.

SECTION 12: Ecological information

12.1. Toxicity
Ecological data are not available.
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CAS No Chemical name
Aquatic toxicity |Dose |[h] | [d]lSpecies |Source |Method
71-23-8 n-Propanol
Acute fish toxicity LC50 4555 96 h|Pimephales promelas
mg/|
Acute crustacea toxicity| EC50 3644 48 h|Daphnia magna
mg/l
Algae toxicity NOEC 1150 2 d|Chlorella sp.
mg/|
Crustacea toxicity NOEC >100 21 d|Daphnia magna
mg/l
308062-28-4 | Amines, C12-14 (even numbered)-alkyldimethyl, N-oxides
Acute fish toxicity LC50 2,67 96 h|Pimephales promelas
mg/l
Acute algae toxicity ErC50 0,143 Pseudokirchneriela OECD 201
mg/l subcapitata
Acute crustacea toxicity| EC50 3,1 mg/l 48 h|Daphnia magna
Fish toxicity NOEC 0,42 302 d|Pimephales promelas
mg/|
Algae toxicity NOEC >=0,067| 28 d|Algae
mg/l
Crustacea toxicity NOEC 0,7 mg/l 21 d|Daphnia magna OECD 211
7173-51-5 | Didecyldimethylammonium chloride
Acute fish toxicity LC50 0,19 96 h|Pimephales promelas US-EPA
mg/l
Acute algae toxicity ErC50 0,026 Pseudokirchneriela OECD 201
mg/| subcapitata
Acute crustacea toxicity]| EC50 0,062 48 h|Daphnia magna EPA-FIFRA
mg/l
Fish toxicity NOEC 0,032 34 d|Danio rerio OECD 210
mg/l
Crustacea toxicity NOEC 0,014 21 d|Daphnia magna
mg/|
Acute bacteria toxicity | (11 mg/l) 3 h|Activated sludge OECD 209

12.2. Persistence and degradability
The surfactant(s) contained in this preparation complies(comply) with the biodegradability criteria as laid down
in Regulation (EC) N0.648/2004 on detergents. Data to support this assertion are held at the disposal of the
competent authorities of the Member States and will be made available to them, at their direct request or at the
request of a detergent manufacturer.

CAS No Chemical name

Method |Va|ue | d |Source
Evaluation
71-23-8 n-Propanol
BOD in % of theoretical OD [75 % [ 20 |

Readily biodegradable.
308062-28-4 |Amines, C12-14 (even numbered)-alkyldimethyl, N-oxides

[90 % [ 28 |

Readily biodegradable (to OECD criteria).

7173-51-5 |Didecyldimethylammonium chloride

OECD 301B [72 % [ 28 |
Readily biodegradable.

12.3. Bioaccumulative potential
n-Propanol
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Product has a low bioaccumulating potential.

Partition coefficient n-octanol/water

CAS No Chemical name Log Pow
71-23-8 n-Propanol 0,25
308062-28-4  [Amines, C12-14 (even numbered)-alkyldimethyl, N-oxides 2,7

12.4. Mobility in soil
No data available

12.5. Results of PBT and vPvB assessment

According to Regulation (EC) No 1907/2006 (REACH) none of the substances, contained in this product are a

PBT substance.

12.6. Other adverse effects
Low hazard to waters.

Further information

Ecological injuries are not known or expected under normal use.
Product is not allowed to be discharged into aquatic environment.

SECTION 13: Disposal considerations

13.1. Waste treatment methods

Disposal recommendations

Can be incinerated, when in compliance with local regulations.

List of Wastes Code - residues/unused products
070604 WASTES FROM ORGANIC CHEMICAL PROCESSES; wastes from the MFSU of fats, grease,
soaps, detergents, disinfectants and cosmetics; other organic solvents, washing liquids and mother

liquors; hazardous waste

Contaminated packaging

Empty containers should be taken for local recycling, recovery or waste disposal.
Contaminated packaging should be emptied as far as possible and after appropriate cleansing may be taken

for reuse.

Packaging that cannot be cleaned should be disposed of like the product.

SECTION 14: Transport information

Land transport (ADR/RID)
14.1. UN number:
14.2. UN proper shipping hame:
14.3. Transport hazard class(es):
14.4. Packing group:
Hazard label:

Classification code:
Limited quantity:
Excepted quantity:
Transport category:
Hazard No:

Tunnel restriction code:

Inland waterways transport (ADN)
14.1. UN number:
14.2. UN proper shipping hame:
14.3. Transport hazard class(es):

UN 1274

n-PROPANOL, SOLUTION
3

1

3

F1
51 /30 kg
E1

3

30

D/E

UN 1274
n-PROPANOL, SOLUTION
3
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14.4. Packing group:
Hazard label:

Classification code:
Limited quantity:
Excepted quantity:

Marine transport (IMDG)

14.1. UN number:
14.2. UN proper shipping name:

14.3. Transport hazard class(es):

14.4. Packing group:
Hazard label:

Marine pollutant:
Limited quantity:
Excepted quantity:
EmS:

Air transport (ICAO-TI/IATA-DGR)

14.1. UN number:
14.2. UN proper shipping name:

14.3. Transport hazard class(es):

14.4. Packing group:
Hazard label:

Limited quantity Passenger:
Passenger LQ:
Excepted quantity:

IATA-packing instructions - Passenger:

IATA-max. quantity - Passenger:
IATA-packing instructions - Cargo:
IATA-max. quantity - Cargo:

F1
51 /30 kg
E1

UN 1274

n-PROPANOL (PROPYL ALCOHOL, NORMAL), SOLUTION
3

1

3

No
5L/30kg
E1

F-E, S-D

UN 1274

n-PROPANOL (PROPYL ALCOHOL, NORMAL), SOLUTION
3

1]

3

10L

Y344

E1
355
60 L
366
220 L

14.5. Environmental hazards
ENVIRONMENTALLY HAZARDOUS: no

14.6. Special precautions for user
Handle in accordance with good industrial hygiene and safety practice.

14.7. Transport in bulk according to Annex Il of Marpol and the IBC Code

The transport takes place only in approved and appropriate packaging.

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture

EU regulatory information

2004/42/EC (VOC): 50 %
Information according to 2012/18/EU  P5c FLAMMABLE LIQUIDS
(SEVESO llI):
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Additional information
Regulation (EC) No 648/2004 (Regulation on detergents):
Non-ionic surfactants < 5 %, Perfume < 5%
Ingredients subject to the labelling obligation according to SCCP: -

National regulatory information

Employment restrictions:

Observe restrictions to employment for juveniles according to the 'juvenile

work protection guideline' (94/33/EC). Observe employment restrictions
under the Maternity Protection Directive (92/85/EEC) for expectant or
nursing mothers.

15.2. Chemical safety assessment

For this substance a chemical safety assessment has not been carried out.

SECTION 16: Other information

Abbreviations and acronyms
ADR = Accord européen relatif au transport international des marchandises Dangereuses par Route

RID = Réglement concernant le transport international ferroviaire de marchandises dangereuses

ADN = Accord européen relatif au transport international des marchandises dangereuses par voie de navigation intérieut
IMDG = International Maritime Code for Dangerous Goods

IATA/ICAO = International Air Transport Association / International Civil Aviation Organization

MARPOL = International Convention for the Prevention of Pollution from Ships

IBC-Code = International Code for the Construction and Equipment of Ships Carrying Dangerous Chemicals in Bulk

GHS = Globally Harmonized System of Classification and Labelling of Chemicals
REACH = Registration, Evaluation, Authorization and Restriction of Chemicals
CAS = Chemical Abstract Service

EN = European norm

ISO = International Organization for Standardization
DIN = Deutsche Industrie Norm

PBT = Persistent Bioaccumulative and Toxic

vPvB = Very Persistent and very Bio-accumulative

LD = Lethal dose

LC = Lethal concentration
EC = Effect concentration
IC = Median immobilisation concentration or median inhibitory concentration

Classification for mixtures and used evaluation method according to Regulation (EC) No. 1272/2008 [CLP]

Classification

Classification procedure

Flam. Lig. 3; H226

On basis of test data

Eye Dam. 1; H318

Calculation method

STOT SE 3; H336

Calculation method

Relevant H and EUH statements (number and full text)
Highly flammable liquid and vapour.
Flammable liquid and vapour.

H225
H226
H302
H314
H315
H318
H336
H400
H411

Further Information

Harmful if swallowed.

Causes severe skin burns and eye damage.

Causes skin irritation.

Causes serious eye damage.

May cause drowsiness or dizziness.

Very toxic to aquatic life.
Toxic to aquatic life with long

lasting effects.

Data of items 4 to 8, as well as 10 to 12, do partly not refer to the use and the regular employing of the product
(in this sense consult information on use and on product), but to liberation of major amounts in case of

accidents and irregularities.
The information describes exclusively the safety requirements for the product(s) and is based on the present
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level of our knowledge.

The delivery specifications are contained in the corresponding product sheet.

This data does not constitute a guarantee for the characteristics of the product(s) as defined by the legal
warranty regulations.

(n.a. = not applicable; n.d. = not determined)

For the identified uses, see also A.l.S.E. (www.aise.eu). There you will find further information under the
keyword SUMI (safe use mixtures information).

Identified uses

No Short title LCS SuU PC PROC ERC AC TF Specification
1 |Disinfectant for surfaces - - - 8a, 8b, 9, - - - SUMI-I
10, 19
LCS: Life cycle stages SU: Sectors of use
PC: Product categories PROC: Process categories
ERC: Environmental release categories AC: Atrticle categories

TF: Technical functions

‘The data for the hazardous ingredients were taken respectively from the last version of the sub-contractor's safety
data sheet.)
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0. Notes

- The microbicidal efficacy was determined under either suspension test conditions (phase 2 step 1) or simulating
practice condition tests (phase 2 step 2) or both. The methods used were either the standard DGHM methods, or
the European Test Methods, or methods derived from them.

- The results of Phase 2 Step 1 and/or Phase 2 Step 2 tests are more comprehensive than the Basic Activity Tests
according to EN 1040 (bactericide) and EN 1275 (fungicide, C. albicans). They can be considered superfluous and
were therefore not carried out in each case.

- Any modifications in excipients have been taken into account.

- Statement on the equivalence of tests performed according to the “Standard Test Methods of the DGHM for
testing chemical disinfection procedures” and tests according to European Standards

- product test results under dirty conditions are valid for clean conditions too.

Product Name: Meliseptol rapid

Product class:
[ ] Hand []Skin  [] Mucous Memb. [ ]Wounds [X]Surfaces [ ]Instruments  [_] Others

Comments: none

1. Bactericidal, Yeasticidal and Fungicidal Activity (phase 1, phase 2, step 1 and 2)

S. aureus, E. hirae, P. aeruginosa, E. coli,"?, P. mirabilis' / Yeasticidal : C. albicans / Fungi: C. albicans & A. brasiliensis
1 if this had proved to be more resistant in the qualitative suspensions test than P. aeruginosa
2 obligatory to test for hand and skin disinfectants

Expert report Concentration/ Method Correspond to EN
Exposure time

H.P. Werner, HygCen, conditions: EN13727:2015 n.a.
Bischofshofen, 02.02.2017 O clean [ dirty

*submitted to VAH 25 % [ 30 sec
2590 [ 60 sec

(P. aeruginosa, S. aureus,
E. hirae

http://bdocs.bbraun.com/livelink/livelink.exe/open/77992948

H.P. Werner, HygCen, Bischofs- | conditions: EN13624:2013+prA1:2015 | n.a.
hofen, 02.02.2017 O clean [ dirty

*submitted to VAH 50 % / 30 sec
50 % / 60 sec

(C. albicans)

http://bdocs.bbraun.com/livelink/livelink.exe/open/77999637

H.P. Werner, HygCen, conditions: EN13624:2013+prA1:2018 | n.a.

Schwerin, 10.12.2018 X clean [] dirty
97 % [ 60 min

(A. brasiliensis)

https://bdocs.bbraun.com/0OTCS/cs.exe/open/115488397

T.Koburger, Hygiene Nord, conditions: EN13697:2015 n.a.

Greifswald, 02.06.2016 O clean B dirty
25 9% [ 60 sec

(S. aureus, E. hirae,
P. aeruginosa, E. coli,
C. albicans)

http://bdocs.bbraun.com/livelink/livelink.exe/open/64136569

H.P. Werner, HygCen, conditions: EN16615:2015 n.a.
Bischofshofen, 25.10.2017 O clean B dirty (4-Field-Test)

*submitted to VAH 100 % /1 min
100 % [ 2 min

(S. aureus, E. hirae,
P. aeruginosa,
C. albicans)

http://bdocs.bbraun.com/livelink/livelink.exe/open/77994967
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100 %/ 15 Min.
(A. brasilinesis)
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F. Brill, Dr. Brill & Partner, conditions: EN14562 n.a.

http://bdocs.bbraun.com/li

velink/livelink.exe/open/22042878

A. Sorger, HygCen,
Bischofshofen, 07.02.2000
*submitted to VAH

conditions:
both uncontamined and with
0.2 % albumin load:

2590 [ 60 sec
(S. aureus,
P. aeruginosa)

DGHM 1991 n.a.

on smooth surfaces:

100 % / 60 sec

(S. aureus, P. aeruginosa,
E. coli)

DGHM 1991 n.a.

759 [ 30 sec
50 % / 60 sec
(C. albicans)

OGHMP n.a.
DGHM 1991

http://bdocs.bbraun.com/li

velink/livelink.exe/open/22043308

B. Wille, Giessen, 21.02.2000
*submitted to VAH

conditions:
both uncontamined and with
0.2 % albumin load:

10 % / 60 sec
(S. aureus,
P. aeruginosa)

DGHM 1991 n.a.

100 % / 60 sec
(S. aureus, P. aeruginosa,
E. coli, C. albicans)

DGHM 1991 n.a.

http://bdocs.bbraun.com/li

velink/livelink.exe/open/22043584

H.-P. Werner, HygCen,
Schwerin, 29.06.2004

conditions:
uncontamined:

2590 [ 60 sec
(S. aureus,
P. aeruginosa)

EN 1040 n.a.

http://bdocs.bbraun.com/li

velink/livelink.exe/open/22039684

H.-P. Werner, HygCen,
Schwerin, 29.06.2004

conditions:

X clean [X] dirty

2590 [ 60 sec

(S. aureus, E. hirae,
P. aeruginosa, E.coli)

EN 1276 n.a.

http://bdocs.bbraun.com/li

velink/livelink.exe/open/22042877

H.-P. Werner,
Mitterberghiitten, 07.07.2000

conditions:
both uncontamined and with
0.2 % albumin load:

2590 [ 60 sec
(S. aureus,
P. aeruginosa)

DGHM 1991 n.a.

http://bdocs.bbraun.com/li

velink/livelink.exe/open/22043308

F.-A. Pitten, Giessen,
17.01.2020 & 12.12.2005
*submitted to VAH

conditions:

X clean [X] dirty

50 % / 30 sec

(S. aureus, E. hirae,
P. aeruginosa,

C. albicans)

DGHM 9.1 EN 13727
EN 13624

conditions:

O clean [X] dirty

on smooth surfaces:
with and without me-
chanics:

100 % / 60 sec

DGHM 14.1 EN 13697

(S. aureus, E. hirae,
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P. aeruginosa,
C. albicans)

http://bdocs.bbraun.com/livelink/livelink.exe/open/22043307

conditions: VAH 9 n.a.

O clean B dirty EN16615:2015
with and without me-

chanics:

100 % / 5 min

(S. aureus, E. hirae, P.
aeruginosa, C. albicans)

https://bdocs.bbraun.com/OTCS/cs.exe/open/137338306

H.-P. Werner, HygCen, conditions: DGHM 9.1 EN 13727
Bischofshofen, 23.08.2008 & clean B dirty EN 13624

*submitted to VAH 50 % / 30 sec
(S. aureus, E. hirae,

P. aeruginosa,
C. albicans)

conditions: DGHM 14.1 EN 13697
O clean [X] dirty

without mechanics:
100 % / 30 sec
with mechanics:
100 % / 60 min

(S. aureus, E. hirae,
P. aeruginosa,

C. albicans)

http://bdocs.bbraun.com/livelink/livelink.exe/open/22043971

H.-P. Werner, HygCen, 50 % [ 60 sec EN 1275 n.a.
Bischofshofen, 31.05.2000 10 % / 300 sec
(C. albicans, A. niger)

100 % / 60 sec OGHMP n.a.
(C. albicans)

http://bdocs.bbraun.com/livelink/livelink.exe/open/22039682

H. Brill, Dr. Brill + Partner, conditions: DGHM 14.1.5.a EN 13697

Hamburg, 08.06.2007 X clean ] dirty
100 % [ 15 sec

(S. aureus, E. hirae,
P. aeruginosa, C. albi-
cans)

http://bdocs.bbraun.com/livelink/livelink.exe/open/22042879

T. Koburger, Hygiene Nord, Meliseptol HBV EN16615:2015 n.a.

Greifswald, 25.07.2016 conditions: (4-Field-Test)
X clean [] dirty

100 % [ 2 min

(S. aureus, E. hirae,
P. aeruginosa,

C. albicans)

http://bdocs.bbraun.com/livelink/livelink.exe/open/75441608

Conclusion:
Surface Disinfection according to EN13697:

conditions:
[ clean X dirty
without mechanics

conc. [ Tmin (acc. VAH requirements the minimal exposure time is 5 min)

Surface Disinfection according to EN16615:
conditions:

O clean X dirty

conc. [ Tmin

conc. [ 2min
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2. Tuberculocidal and Mycobactericidal Activity (phase 1, phase 2, step 1 and 2)
Tuberculocidal activity: M. tuberculosis or M. terrae
Mycobactericidal activity: M. terrae and M. avium
Expert report Concentration/ Method Correspond to EN
Exposure time
S. Werner, HygCen, conditions: EN14348:2005 n.a.
Schwerin, 31.01.2019 K3 clean [] dirty
97 % [ 60 sec
809% [ 5 min
(M. terrae & M. avium)
https://bdocs.bbraun.com/0TCS/cs.exe/open/117105739
Conclusion:
Tuberculocidal Activity
conditions:
X clean [] dirty
conc. [ 30 sec.
Mycobactericidal Activity:
conditions:
X clean [] dirty
conc. | 60 sec.
3. Viruses
3.1 According to EN14476
Virus Expert report Concentration/ Method

Document No.: GS-88191-E -
gedruckt am: 2021-10-25 12:15 (CET)

Exposure time

not determined

Poliovirus -
J. Steinmann, Dr. Brill + | conditions: EN14476:2013 +
Partner GmbH, Bremen, | U clean B dirty A1:2015
Adenovirus 21.06.2016 100 % [ 30 sec.

(type 5 - Adenoid 75)

http://bdocs.bbraun.com/li

velink/livelink.exe/open/70503540

Murine Norovirus

J. Steinmann, MikroLab,
Bremen, 25.06.2010

conditions:
X clean [ dirty
100 % [ 60 sec

EN 14476

http://bdocs.bbraun.com/livelink/livelink.exe/open/22043305

M. Eggers, Labor Enders,
Stuttgart, 14.02.2017

conditions:
O clean [X] dirty
100 % [ 60 sec

EN14476:2013 +
A1:2015/prA2:2016

http://bdocs.bbraun.com/livelink/livelink.exe/open/80419436

Vacciniavirus

not determined

I -

Parvovirus (if T > 40°C)

not determined
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Conclusion to the Activity against Viruses according to EN14476

Activity spectrum test virus Concentrat'lon/
Exposure time

Virucidal ac.tlwty against Vaccinia 100 % / 60 sec

enveloped viruses

L|m.|t.ed spectrum of virucidal Adeno and MNV 100 % | 60 sec.

activity

Virucidal activity Polio, Adeno and MNV not determined

3.2  According to DVV/RKI
Virus Expert report Concentration/ Method
Exposure time

J. Steinmann, Dr. Brill 100 % [ 30 sec DW/RKI
und Partner, Hamburg, (Elstree)
19.12.2016
http://bdocs.bbraun.com/livelink/livelink.exe/open/80088039
J. Steinmann, State 100 % [ 30 sec DWV/RKI

Vacciniavirus Investigation Office for | (Elstree)

Chemistry, Hygiene and
Veterinary Medicine,
Bremen, 20.03.2000

http://bdocs.bbraun.com/livelink/livelink.exe/open/22043675

J. Steinmann, Dr. Brill 100 % [ 30 sec DWV/RKI
und Partner, Hamburg, (BVDV - NADL)

07.11.2016
http://bdocs.bbraun.com/livelink/livelink.exe/open/80088038

J. Steinmann, State 100 % 60 sec DW/RKI

BVDV (Hepatitis C-Virus) Investigation Office for | (BVDV - NADL)

Chemistry, Hygiene and
Veterinary Medicine,
Bremen, 23.12.2001

http://bdocs.bbraun.com/livelink/livelink.exe/open/22039676

not determined | - | -

Poliovirus
M. Eggers, Labor Enders, | 90 % [ 60 sec DWV/RKI
Stuttgart, 04.01.2017 (type 5 - Adenoid 75
http://bdocs.bbraun.com/livelink/livelink.exe/open/79579279
J. Steinmann, State 100 % [ 60 sec DWV/RKI
Adenovirus Investigation Office for | (type 2 - Adenoid 6)
Chemistry, Hygiene and | analog to type 5
Veterinary Medicine, Adenoid 75
Bremen, 20.04.2000
http://bdocs.bbraun.com/livelink/livelink.exe/open/22043303
M. Eggers, Labor Enders, | without protein load: DWV/RKI
Stuttgart, 21.02.2017 100 % [ 120 sec
Murine Norovirus with protein load:
100 % /[ 30 sec

http://bdocs.bbraun.com/livelink/livelink.exe/open/80804850

J. Steinmann, State 100 % [ 300 sec DW/RKI
Investigation Office for (Papovavirus SV 40 - 777)
Chemistry, Hygiene and
Veterinary Medicine,
Bremen, 09.05.2000

Polyomavirus

http://bdocs.bbraun.com/livelink/livelink.exe/open/2204287 1

not determined | - [ -

Parvovirus (if T > 40°C)

the product is effective against HBV/HCV/HIV if it is effective against the test virus BVDV and Vaccinia.
the product is effective against Rota if it is effective against the test virus Adeno and MNV
) Document N°: BSP-E-52-02-SOP-DSN07-FO-04 Version 03
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Conclusion to the Activity against Viruses according to DVV/RKI

Reference:
RKI recommendation on testing and declaration of efficacy of disinfectants against viruses, Bundesgesund-
heitsblatt - Gesundheitsforschung - Gesundheijtsschutz 2004 (Heft 1), 47, S. 62 - 66.

RKI recommendation and Test method of RKI/DVW 12.2014 on testing and declaration of efficacy of disinfectants
against viruses, Bundesgesundheitsblatt - Gesundheitsforschung - Gesundheitsschutz 4-5 2015, S. 493 - 504.

Concentration/

Activity spectrum test virus Exposure time
L!mlt.e d spec.tr'u m of Vaccinia and BVDV 100% / 60 sec
virucidal activity

Limited spectrum of Adeno and MNV 100 % [ 60 sec

virucidal activity plus

; 5 : -
Virucidal activity Polio, Adeno, Polyoma and | 100 % / 10 min (polio-virus phase 2 step 2 test

MNV design)
3.3  further viruses
Virus Expert report Concentration/ Method
Exposure time

Influenza A virus E. F. Kaleta, Clinic for 100 % [ 15 sec. prEN 14476
Birds, Reptiles, Amphibia | (avian influenza-A-Virus - | DVW/RKI
and Fish, Giessen, H7N1)
17.02.2006
http://bdocs.bbraun.com/livelink/livelink.exe/open/22043587

Hepatitis B — Virus and HIV J. Steinmann, State 100 % / 60 sec HBsAg inactivation
Investigation Office for (HBV) test

Chemistry, Hygiene and
Veterinary Medicine,
Bremen, 22.11.1999

http://bdocs.bbraun.com/livelink/livelink.exe/open/22039677

0. Thraenhart, Eurovir, 100 % / 30 sec CEN
Essen, 18.07.2000 under unfavourable condi- | DVV/RKI
tions the effect time can DGHM
be longer
(HIV type 2)
http://bdocs.bbraun.com/livelink/livelink.exe/open/22043300
0. Thraenhart, Eurovir, 50 % [ 15 sec eHBWI" —Ftest
Luckenwalde, (DHBV) EN 14476
07.04.2006 DWV/RKI
http://bdocs.bbraun.com/livelink/livelink.exe/open/22042876
Poliovirus [ Resistant En- 0. Thraenhart, Eurovir, 100 % /[ 10 min phase 2 step 2 test
teroviruses Essen, 18.07.2000 (type 1 - Lsc-2ab)
http://bdocs.bbraun.com/livelink/livelink.exe/open/22043300
Noro Felines Calici Virus J. Steinmann, MikroLab, | 100 % [ 120 sec DWV/RKI
Bremen, 21.01.2003 (FCV - F9)
http://bdocs.bbraun.com/livelink/livelink.exe/open/22043304
Rotavirus J. Steinmann, State 100 % / 60 sec DWV/RKI

Investigation Office for | (Wa)
Chemistry, Hygiene and
Veterinary Medicine,
Bremen, 03.04.2000

http://bdocs.bbraun.com/livelink/livelink.exe/open/22042870
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4, Bacteria spores (B. cereus / B. subtilis / c. difficile*)

Expert report Concentration/ Method Correspond to EN
Exposure time

not determined

* C. difficile is not part of standard test procedure

5. Others

Expert report Concentration/ Method Correspond to EN
Exposure time

Z. Wachol-Drewek, B. Braun, conditions: quantitative suspensions n.a.

Melsungen, 27.06.2000 uncontamined: test in accordance with
100 % / 30 sec the guidelines of the

DGHM against MRSA

http://bdocs.bbraun.com/livelink/livelink.exe/open/22039683

W. Voss, Dermatest, Miinster, Meliseptol® rapid was tested for its tolerability in -

19.07.2002 accordance with clinical-dermatological test criteria.

The epicutaneous tests were carried out according to
the international guidelines of the ICDRG (Interna-
tional Contact Dermatitis Research Group).

None of the 30 test subjects had any skin changes in
the test area after 24, 48 and 72 hours. It may there-
fore be concluded that practical use of the product
will not lead to undesirable skin reactions as a result
of a skin irritant or sensitising effect.

http://bdocs.bbraun.com/livelink/livelink.exe/open/22043399

DVG; German Veterinary Medi- | Meliseptol rapid V is registered to the list of the DVG -

cal Society, Berlin, for veterinary practice and animal shelters with the
19.05.2015 following exposure times and application concentra-
tions:

100 % [ 5 min.

http://bdocs.bbraun.com/livelink/livelink.exe/open/43993879
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DIPL.-BIOL, DR. RER. NAT. FLORIAN H. H. BRILL

C/O DR. BRILL+PARTNER GMBH
INSTITUT FUR HYGIENE UND
MIKROBIOLOGIE

STIEGSTUCK 34, DE-22339
HAMBURG

TELEFON +49-40/557631-0
TELEFAX +49-40/557631-11

EMAIL INFO@BRILLHYGIENE.COM
INTERNET
WWW.BRILLHYGIENE.COM

DR. F. H. H. BRILL « C/O DR. BRILL + PARTNER GMBH « STIEGSTUCK 34 « DE-22339 HAMBURG

B. Braun Medical AG
Seesatz 17
CH - 6204 Sempach

Hamburg, 12 ianuarie 2012
Raportul de expertiza

Activitatea fungicida a Meliseptol rapid in testul cantitativ al suportului printr-o adaptare a DIN EN
14562:2006 (etapa 2, faza 2)

Dezinfectantul Meliseptol rapid a fost testat si evaluat in baza unei adaptari a DIN EN 14562:2006
JAntiseptice si dezinfectante chimice” - Testarea cantitativa pentru evaluarea activitatii fungicide sau
levuricide a dezinfectantilor chimice pentru instrumentele folosite in domeniul medical - Metoda de
testare si cerintele (faza 2, etapa 2)”.

Potrivit raportului testului L11/191.1 realizat de Dr. Brill + Partner GmbH din data de 12.01.2012,
preparatul testat a indicat activitate fungicida impotriva Aspergillus brasiliensis in conditii de curatenie
si murdarie.

Cerintele DIN EN 14562:2006 au fost testate in ceea ce priveste ciupercile testate Aspergillus
brasiliensis cu urmétoarea relatie intre concentratie si timp:

Incércéturé organica: conditii de curatenie 100,0 % 15 minute.
Incarcatura organica: conditii de murdarie 100,0 % 15 minute.

[Semnatura indescifrabild]
Dr. Florian H. H. Brill

Meliseptol rapid - raport de expertiza conform DIN EN 14562:2006
Raportul de expertiza L11/191.1-120127-JK-V01 Pagina 1 din 1
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Raportul testului nr. L11/191.1

Testul cantitativ pentru evaluarea activitatii fungicide a Meliseptol rapid folosit in domeniul medical (in
baza unei adaptari a DIN EN 14562:2006; etapa 2, faza 2*)

Conform comenzii dumneavoastra, am testat preparatul Meliseptol rapid in ceea ce priveste
activitatea sa impotriva Aspergillus brasiliensis printr-un test bazat pe o adaptare a DIN EN
14562:2006* in testarea cantitativa in conditii de curatenie si murdarie.

1 Informatii generale si materiale

1.1 Clientul

Clientul: B. Braun Medical AG, domnul Andreas Arndt,
Seesatz 17, CH - 6204 Sempach

Data comenzii: 02.11.2011

1.2 Identificarea laboratorului de testare

Unitatea: Dr. Brill + Partner GmbH - Institut fir Hygiene und
Mikrobiologie, Stiegstiick 34, 22339 Hamburg,
Germania

Directorul de studiu:
Asistentul stiintific:
Tehnicienii de laborator:

1.3 Cuprins

Informatii generale si materiale
Metode

Rezultate

Tabele

Lista abrevierilor

14 Identificarea probei

Numele produsului:
Lotul nr.:

Producatorul:

Data livrarii:

Conditiile de depozitare:
Aspectul concentratului:
Mirosul:

Dipl.-Biol. Dr. rer. nat. Florian H. H. Brill
Dipl.-Biol. Dr. rer. nat. Jan-Hendrik Klock
Carmela Janicke, Marion Korsch, Ulrike IRleib

S RWN =

Meliseptol rapid

0354M26

B. Braun Medical AG, CH - 6204 Sempach
29.11.2011

La temperatura camerei si la loc ferit de lumina
lichid limpede, incolor

alcoolic, proaspat

Diluantul folosit: apa distilata

valoarea pH, concentrat: 6,78

valoare pH,0 % (masurata in apa dist.): 7,39

valoare pH, 10,0 % (masurata in apa dist.): 7,12

Agentii activi in 100 g de preparat testat: 50 g propan-1-ol

Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost ~ [Sigla DAkkS [Sigla ZLG
emis de Dr. Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, nr. de telefon Deutsche indescifrabil
040/557631-0, telefax 040/557631-11, www.brillhygiene.com. Acest raport al testului nu Akkreditierungstelle  ZLG-AP-
poate sa fie copiat sau transmis, integral sau partial, fara acordul anterior explicit, in D-PL-13412-01-02] 216.11.02]

scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii privind
gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner
GmbH 2012
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1.5 Conditiile de testare

Perioada de testare:

Concentratii de testare ale produsului:

Timpii de expunere:
Suportul:

Temperatura de testare:
Temperatura de incubatie:
Incarcatura organica:

Neutralizatorul:

Identificarea tulpinii testate:

Traducere din limba engleza

Raportul testului nr. L11/191.1
Autorul JK Versiunea 01 Data 12.01.2012

Numele produsului Meliseptol rapid
Metoda DIN EN 14562:2006*

Pagina 2 of 9

0.075 clorura de didecil-dimetil amoniu

06.01.2012 - 09.01.2012

10%+ 50%+ 100%

1, 5 si 15 minute

sticla mata

20°C+1°C

30°C+1°C

conditii de murdarie (0,3 % eritrocite de oaie + 0,3
% albumina bovina)

conditii de curatenie (0,03 % albumina bovina)
30 g/l polisorbat 80, 3 g/l lecitina, 1 g/l histidina,
5 g/l trisulfat de sodiu (TLH-Nt)

Aspergillus brasiliensis (niger) ATCC 16404

2 Metode

Testele s-au desfasurat in baza DIN EN 14562:2006 ,Antiseptice si dezinfectante chimice” - Testarea
cantitativa pentru evaluarea activitatii fungicide sau levuricide a dezinfectantilor chimici pentru
instrumentele folosite Th domeniul medical - Metoda de testare si cerintele (faza 2, etapa 2)”.
Examinarea eficacitatii a fost realizata exclusiv cu ciuperca testata, Aspergillus brasiliensis.

3 Rezultate

Rezultatele testului bazat pe o adaptare a DIN EN 14562:2006 sunt rezumate in tabelele 1 - 6.
Numarul de celule de Aspergillus brasiliensis a fost putin prea scazut in suspensia testata. Cu toate
acestea, numarul de celule din mostrele de apa se incadreaza in limitele standard sau sunt putin mai

ridicate. Prin urmare, rezultatele nu au fost influentate.

Numarul celulelor din mostrele de apa din tabelele 2 si 4 au fost usor mai ridicate. Abaterile numarului
de celule s-au incadrat in limita de variatie a metodei. Prin urmare, rezultatele nu au fost influentate.

Ciupercile testate au fost suficient inactivate (RF > 4) prin preparatul Meliseptol rapid cu urmatoarea
relatie concentratie-timp:

Incércéturé organica: conditii de curatenie 100,0 % 15 minute.
Incarcatura organica: conditii de murdarie 100,0 % 15 minute.

Hamburg, 12.01.2012
[Semnatura indescifrabila]

Dipl.-Biol. Dr. rer. nat. Jan-Hendrik Klock
Sef adjunct al laboratorului

[Semnatura indescifrabila)
Dipl.-Biol. Dr. rer. nat. Florian H. H. Brill
Director general

[Stampila: INSTITUTE FOR HYGIENE AND MICROBIOLOGY CERTFIED DR. BRILL]

Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost ~ [Sigla DAkkS [Sigla ZLG
emis de Dr. Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, nr. de telefon Deutsche indescifrabil
040/557631-0, telefax 040/557631-11, www.brillhygiene.com. Acest raport al testului nu Akkreditierungstelle  ZLG-AP-
poate sa fie copiat sau transmis, integral sau partial, fara acordul anterior explicit, in D-PL-13412-01-02] 216.11.02]

scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii privind
gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner
GmbH 2012
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Tabelul 1.1 Validare, controale si evaluare (DIN EN 14562:2006%)
Testarea cantitativa pentru evaluarea activitatii fungicide sau levuricide in zona medicala (faza 2,
etapa 2)
Preparatul testat: Meliseptol rapid Lotul: 0354M26
Organismul testat: Aspergillus brasiliensis  Temperatura de 20°C+1°C
testare:
Timpul de expunere: 1 minut Suportul: sticla mata
Incarcatura organica: conditii de curatenie Inactivarea: TLH-Nt

Validarea metodei (C)
Suspensia pentru Controlul conditiilor de Controlul neutralizatorului Conc.
validare (Nvo) testare (A) (B) produsului 100,00 %
numar _ numar de _ numar de _ numar de _
de % > b4 b4
celule celule celule
celule
Vo1 39 Vo1 32 Vet 25 Vo1 30
Veo | 33 % "ve 43 375 Ve | 33 2 Ve 31 30,5
30< X din X din A(1") este 2 % B este > 0,5 x % din C(1') este 2
Nvo < 160 Pa | 05x ZdinNe? | P2 % din Nuo? Da 05x %dinNwo? | D2
=4
Suspensia N numar de celule pe placd | Ve Ve2 V,(lmllg 8,17 <Ig N < 8,70?
te(slff;ta 1,00E-06 | 90 90 90 | 90 | 9,00E+07 NG
1,00E-07 16 10 16 10 7,95
R
Controlul N numar viabil pe placa Vet Vez V,(lmllg 6,15<Ig N < 6,65?
d?NaF)’a 1,00E-04 | 47 28 47 | 28 | 3,75E+06 Da
v 1,00E-05 | 2 7 2 7 6,57
Conc. _ % g R
. ” ” Na = X X 9
produsului. N numar de celule pe placa Vet Ve2 Ig Na
%] 10 (Ig No =6,57)
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
1000 4 00E-02 | >165 >165 >165 | >165 | 2O°ET0S | 6,00 0,58
1,00E-03 95 104 95 104
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
80,00 ™100E-02 | >165 >165 >165 | >165 | WOOEF0S | 567 0.91
1,00E-03 52 41 52 41
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
100,00 1.00E-02 33 20 33 20 3,65E+04 4,56 2,01
1,00E-03 3 6 <14 <14
Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost ~ [Sigla DAkkS [Sigla ZLG
emis de Dr. Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, nr. de telefon Deutsche indescifrabil
040/557631-0, telefax 040/557631-11, www.brillhygiene.com. Acest raport al testului nu Akkreditierungstelle  ZLG-AP-
poate sa fie copiat sau transmis, integral sau partial, fara acordul anterior explicit, in D-PL-13412-01-02] 216.11.02]

scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii privind
gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner

GmbH 2012
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Raportul testului nr. L11/191.1

Autorul JK Versiunea 01 Data 12.01.2012

Numele produsului Meliseptol rapid

Metoda DIN EN 14562:2006*
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Validare, controale si evaluare (DIN EN 14562:2006%)

Testarea cantitativa pentru evaluarea activitatii fungicide sau levuricide in zona medicala (faza 2,

etapa 2)
Preparatul testat: Meliseptol rapid Lotul: 0354M26
Organismul testat: Aspergillus brasiliensis Temperatura de 20°Cx1°C
testare:
Timpul de expunere: 5 minute Suportul: sticla mata
Incarcatura organica: conditii de curatenie Inactivarea: TLH-Nt
Suspensia pentru Controlul conditiilor de Controlul neutralizatorului CValldarea metodei (C)
validare (Nvo) testare (A) (B) one. . 100,00 %
produsului:
numar « < <
- numar de _ numar de _ numar de -
de b4 b4 b4 %
celule celule celule
celule
Vc1 39 Vc1 40 Vc1 25 Vc1 30
Ve | 33 % v, [31 395 v, | 33 2 Ve |39 345
30< X din % din A(5') este 2 % B este > 0,5x % din C(5') este 20,5
Nvo < 160 Pa | 05x ZdinNw? | P2 % din Nyo? ba x_% din Nyo? ba
%
Suspensia N numar de celule pe placd | Vi Ve2 “,(lm/lg 8,17 <Ig N < 8,70?
te(srfj"’;ta 1.00E-06 | 90 90 90 | 90 | 9,00E+07 NG
1,00E-07 16 10 16 10 7,95
Controlul N numér de celule pe placad | Vi Vo2 * \Klm/lg 6,15<Ig N < 6,657
d‘(*Na‘;a 1,00E-04 | 46 68 46 | 68 | 5,70E+06 Nu
" 1,00E-05 | 7 5 7 5 6,76
Conc. _ 3 g R
. o L o Na= * x 9
produsului. N numar viabil pe placa Vet Ve2 10 Ig Na
[%] (Ig No =6,76)
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
1000 ™ 00E-02 | >165 >165 >165 | >165 | o006 | >6.22 =054
1,00E-03 | >165 >165 >165 | >165
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
50,00 1.00E-02 24 8 24 28 4,60E+04 4,66 2,09
1,00E-03 12 14 <14 <14
1,00E+00 67 59 67 59
1,00E-01 26 14 26 14
100,00 1.00E-02 > > <14 14 7,55E+02 2,88 3,88
1,00E-03 0 0 <14 <14
Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost ~ [Sigla DAkkS [Sigla ZLG
emis de Dr. Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, nr. de telefon Deutsche indescifrabil
040/557631-0, telefax 040/557631-11, www.brillhygiene.com. Acest raport al testului nu Akkreditierungstelle  ZLG-AP-
poate sa fie copiat sau transmis, integral sau partial, fara acordul anterior explicit, in D-PL-13412-01-02] 216.11.02]

scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii privind
gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner

GmbH 2012
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Raportul testului nr. L11/191.1
Autorul JK Versiunea 01 Data 12.01.2012
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Tabelul 1.3 Validare, controale si evaluare (DIN EN 14562:2006%)
Testarea cantitativa pentru evaluarea activitatii fungicide sau levuricide in zona medicala (faza 2,
etapa 2)
Preparatul testat: Meliseptol rapid Lotul: 0354M26
Organismul testat: Aspergillus brasiliensis Temperatura de 20°Cx1°C
testare:
Timpul de expunere: 15 minute Suportul: sticla mata
Incarcatura organica: conditii de curatenie Inactivarea: TLH-Nt
Validarea metodei (C)
Suspensia pentru Controlul conditiilor de Controlul neutralizatorului Conc.
validare (Nvo) testare (A) (B) produsului 100,00 %
numar _ numar de _ numar de _ numar de -
de b4 b4 % b4
celule celule celule
celule
Ver | 39 Ver |30 Ver | 25 Ve | o
36 33,5 29 > 28,5
Vez 33 Ve2 | 37 Ve2 33 Vez 8
30< X din ¥ din A(60'") este % B este > 0,5 x % din C(60') este 2
Nvo < 160 Pa |5 05x *dinNe? | P2 % din Nuo? Da 05x *dinNw? | D2
Suspensia N numar de celule pe placd | V1 Ve2 X wmllg N 8,17 <Ig N <8,70?
testata 1,00E-06 90 90 90 90 9,00E+07 Nu
(N) 1,00E-07 16 10 16 10 7,95
Controlul N numar de celule pe placa | Ve1 Ve2 X wmllg N 6,15<Ig N <6,65?
de apa 1,00E-04 39 45 39 45 4,20E+06 Da
(Nw) 1,00E-05 4 6 4 6 6,62
Conc. ' i} } Na= % x Ig R
produsului. N numar de celule pe placa | Vet Ve2 10 Ig Na
[%] (Ig No =6,62)
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
1000 —00E-02 [ >165 >165 >165 | >165 | ~o0Et06 | >6.22 =041
1,00E-03 | >165 >165 >165 | >165
1,00E+00 | >165 >165 >165 | >165
1,00E-01 63 56 63 56
50,00 1.00E-02 10 14 <14 14 5,95E+03 3,77 2,85
1,00E-03 3 2 <14 <14
1,00E+00 4 3 <14 <14
1,00E-01 3 0 <14 <14
100,00 1.00E-02 0 0 <14 12 <1,40E+02 <2,15 24,48
1,00E-03 0 0 <14 <14
Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost ~ [Sigla DAkkS [Sigla ZLG
emis de Dr. Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, nr. de telefon Deutsche indescifrabil
040/557631-0, telefax 040/557631-11, www.brillhygiene.com. Acest raport al testului nu Akkreditierungstelle  ZLG-AP-
poate sa fie copiat sau transmis, integral sau partial, fara acordul anterior explicit, in D-PL-13412-01-02] 216.11.02]

scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii privind
gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner

GmbH 2012
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Raportul testului nr. L11/191.1
Autorul JK Versiunea 01 Data 12.01.2012

Numele produsului Meliseptol rapid
Metoda DIN EN 14562:2006*
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Tabelul 2.1 Validare, controale si evaluare (DIN EN 14562:2006%)
Testarea cantitativa pentru evaluarea activitatii fungicide sau levuricide in zona medicala (faza 2,
etapa 2)
Preparatul testat: Meliseptol rapid Lotul: 0354M26
Organismul testat: Aspergillus brasiliensis Temperatura de 20°Cx1°C
testare:
Timpul de expunere: 1 minut Suportul: sticla mata
Incarcatura organica: conditii de murdarie Inactivarea: TLH-Nt
Validarea metodei (C)
Suspensia pentru Controlul conditiilor de Controlul neutralizatorului Conc.
validare (Nvo) testare (A) (B) produsului 100,00 %
numar _ numar de _ numar de _ numar de -
de b4 R b b4
celule celule celule
celule
Ver | 39 Ver | 28 Ver | 25 Ve |3
36 35,5 29 5 24,5
Ve2 33 Ve2 | 43 Ve2 33 Vez 5
30< ¥ din % din A(1') este 2 % B este > 0,5 x ¥ din C(1') este 2
Nvo < 160 Pa | 05x %dinNe? | P2 % din Nuo? Da 05x *dinNe? | D2
Suspensia N numar de celule pe placd | V1 Ve2 X wmllg N 8,17 <Ig N <8,70?
testata 1,00E-06 90 90 90 90 9,00E+07 Nu
(N) 1,00E-07 16 10 16 10 7,95
Controlul N numar viabil pe placa Vet Ve2 X wmllg N 6,15 <Ig N < 6,65?
de apa 1,00E-04 54 56 54 56 5,50E+06 Nu
(Nw) 1,00E-05 7 14 7 14 6,74
Conc. ' i} } Na= % x Ig R
produsului. N numar de celule pe placa | Vet Ve2 1 Ig Na
[%] 0 (Ig No =6,74)
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
1000 —00E-02 [ >165 >165 >165 | >165 | ~o0Et06 | >6.22 =052
1,00E-03 | >165 >165 >165 | >165
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
%000 "00E-02 | >165 >165 >165 | >165 | >O0E+0° 577 0.97
1,00E-03 46 72 46 72
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
100,00 1.00E-02 23 27 23 47 4,50E+04 4,65 2,09
1,00E-03 12 5 <14 | <14
Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost ~ [Sigla DAkkS [Sigla ZLG
emis de Dr. Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, nr. de telefon Deutsche indescifrabil
040/557631-0, telefax 040/557631-11, www.brillhygiene.com. Acest raport al testului nu Akkreditierungstelle  ZLG-AP-
poate sa fie copiat sau transmis, integral sau partial, fara acordul anterior explicit, in D-PL-13412-01-02] 216.11.02]

scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii privind
gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner
GmbH 2012
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Tabelul 2.2 Validare, controale si evaluare (DIN EN 14562:2006%)

Testarea cantitativa pentru evaluarea activitatii fungicide sau levuricide in zona medicala (faza 2,

etapa 2)
Preparatul testat: Meliseptol rapid Lotul: 0354M26
Organismul testat: Aspergillus brasiliensis Temperatura de 20°Cx1°C
testare:
Timpul de expunere: 5 minute Suportul: sticla mata
Incarcatura organica: conditii de murdarie Inactivarea: TLH-Nt
Validarea metodei (C)
Suspensia pentru Controlul conditiilor de Controlul neutralizatorului Conc.
validare (Nvo) testare (A) (B) produsului 100,00 %
numar _ numar de _ numar de _ numar de -
de b4 b4 % b4
celule celule celule
celule
Ver | 39 Ver | 24 Ver | 25 Ve | o
36 31 29 3 34
Vez 33 Ve2 | 38 Ve2 33 Vez >
30< X din ¥ din A(5'") este 2 % B este > 0,5 x ¥ din C(5') este 2
Nvo < 160 Pa | 05x %dinNe? | P2 % din Nuo? Da 05x *dinNe? | D2
Suspensia N numar de celule pe placd | V1 Ve2 X wmllg N 8,17 <Ig N <8,70?
testata 1,00E-06 90 90 90 90 9,00E+07 Nu
(N) 1,00E-07 16 10 16 10 7,95
Controlul N numar de celule pe placa | Ve1 Ve2 X wmllg N 6,15<Ig N <6,65?
de apa 1,00E-04 36 40 36 40 3,80E+06 Da
(Nw) 1,00E-05 3 8 3 8 6,58
Conc. ' i} } Na= % x Ig R
produsului. N numar de celule pe placa | Vet Ve2 1 Ig Na
%] 0 (Ig No =6,58)
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
1000 —00E-02 [ >165 >165 >165 | >165 | ~o0Et06 | >6.22 =036
1,00E-03 | >165 >165 >165 | >165
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
50,00 1.00E-02 20 26 20 26 3,30E+04 4,52 2,06
1,00E-03 10 4 <14 <14
1,00E+00 76 80 76 80
1,00E-01 17 14 17 14
100,00 1.00E-02 > 6 <4 <14 8,50E+02 2,93 3,65
1,00E-03 0 0 <14 <14
Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost ~ [Sigla DAkkS [Sigla ZLG
emis de Dr. Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, nr. de telefon Deutsche indescifrabil
040/557631-0, telefax 040/557631-11, www.brillhygiene.com. Acest raport al testului nu Akkreditierungstelle  ZLG-AP-
poate sa fie copiat sau transmis, integral sau partial, fara acordul anterior explicit, in D-PL-13412-01-02] 216.11.02]

scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii privind
gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner
GmbH 2012
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Autorul JK Versiunea 01 Data 12.01.2012
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Tabelul 3: Validare, controale si evaluare (DIN EN 14562:2006%)
Testarea cantitativa pentru evaluarea activitatii fungicide sau levuricide in zona medicala (faza 2,
etapa 2)
Preparatul testat: Meliseptol rapid Lotul: 0354M26
Organismul testat: Aspergillus brasiliensis Temperatura de 20°Cx1°C
testare:
Timpul de expunere: 15 minute Suportul: sticla mata
Incarcatura organica: conditii de murdarie Inactivarea: TLH-Nt
Validarea metodei (C)
Suspensia pentru Controlul conditiilor de Controlul neutralizatorului Conc.
validare (Nvo) testare (A) (B) produsului 100,00 %
numar _ numar de _ numar de _ numar de -
de b4 R b b4
celule celule celule
celule
Ver | 39 Ver | 35 Ver | 25 Ve |3
36 34 29 5 55.5
Ve2 33 Vez | 33 Ve2 33 Vez 8
30< X din X din A(15") este % B este > 0,5 x % din C(15') este 2
Nvo < 160 Da | >05x %dinNo? | P2 % din Nuo? Da 05x *dinNw? | D2
Suspensia N numar de celule pe placd | V1 Ve2 X wmllg N 8,17 <Ig N <8,70?
testata 1,00E-06 90 90 90 90 9,00E+07 Nu
(N) 1,00E-07 16 10 16 10 7,95
Controlul N numar de celule pe placa | Ve1 Ve2 X wmllg N 6,15<Ig N <6,65?
de apa 1,00E-04 35 46 35 46 4,05E+06 Da
(Nw) 1,00E-05 6 5 6 5 6,61
Conc. ' i} } Na= % x Ig R
produsului. N numar de celule pe placa | Vet Ve2 Ig Na
%] 10 (Ig No =6,61)
1,00E+00 | >165 >165 >165 | >165
1,00E-01 | >165 >165 >165 | >165
1000 —00E-02 [ >165 >165 >165 | >165 | ~o0Et06 | >6.22 =039
1,00E-03 | >165 >165 >165 | >165
1,00E+00 | >165 >165 >165 | >165
1,00E-01 92 81 92 81
50,00 1.00E-02 >4 52 >4 52 9,95E+03 4,00 2,61
1,00E-03 4 4 <14 <14
1,00E+00 7 5 <14 <14
1,00E-01 2 1 <14 <14
100,00 1.00E-02 1 0 <14 12 <1,40E+02 <2,15 24,46
1,00E-03 0 0 <14 <14
Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost ~ [Sigla DAkkS [Sigla ZLG
emis de Dr. Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, nr. de telefon Deutsche indescifrabil
040/557631-0, telefax 040/557631-11, www.brillhygiene.com. Acest raport al testului nu Akkreditierungstelle  ZLG-AP-
poate sa fie copiat sau transmis, integral sau partial, fara acordul anterior explicit, in D-PL-13412-01-02] 216.11.02]

scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii privind
gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner
GmbH 2012
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4 Lista abrevierilor
A = controlul conditiilor de testare
B = controlul neutralizatorului
C = validarea metodei la cea mai ridicatd concentratie a produsului in %
N = suspensia testata
Nvo = suspensia pentru validare
Nw = testul de control cu apa
n.t. = netestat
R = factor de reducere Tn etape log1o
Ve = numar viabil pe ml
X = media Vet Si Ve2
Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost ~ [Sigla DAkkS [Sigla ZLG
emis de Dr. Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, nr. de telefon Deutsche indescifrabil
040/557631-0, telefax 040/557631-11, www.brillhygiene.com. Acest raport al testului nu Akkreditierungstelle  ZLG-AP-
poate sa fie copiat sau transmis, integral sau partial, fara acordul anterior explicit, in D-PL-13412-01-02] 216.11.02]

scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii privind
gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner

GmbH 2012
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B. Braun Medical AG
Seesatz 17
CH - 6204 Sempach

Hamburg, 12 January 2012

Expert Report

Fungicidal Activity of Meliseptol rapid in the
Quantitative Carrier Test Based on an Adaptation of DIN EN 14562:2006 (Phase 2, Step 2)

The disinfectant Meliseptol rapid was tested and evaluated based on an adaptation of DIN EN 14562:2006 "Chemical
disinfectants and antiseptics - Quantitative carrier test for the evaluation of fungicidal or levurocidal activity of chemical
disinfectants for instruments used in the medical area — Test method and requirements {phase 2, step 2)".

According to test report no L11/191.1 from Dr. Brill + Partner GmbH dated 12/01/2012, the test preparation showed fungi-
cidal activity against Aspergifius brasiffensis under clean and dirty conditions.

The requirements of DIN EN 14562:2006 were fulfilled against the test fungi Aspergiilus brasiliensis with the following
concentration-time relationship:

Organic load: clean conditions 100.0 % 15 minutes.
Crganic load: dirty conditions 100.0 % 15 minutes.

Dr. Florian H. H. Brill

Meliseptol rapid - Expert Report according to DIN EN 14562:2006 Page 1of 1
Expert Report LLL 191.1-120127 K-V 01
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DR. BRILL + PARTNER
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Test Report No L11/191.1

Test Repart No - L11/181.1
Author JK Version 01 Date 12/01/2012

Product Name Meliseptol rapid
Method DIN EN 14562:2006*

Page 10f 10

Quantitative Carrier Test for the Evaluation of Fungicidal Activity of Meliseptol rapid Used in the
Medical Area (Based on an Adaptation of DIN EN 14562:2006; Phase 2, Step 2%}

In accordance with your order, we tested the preparation Meliseptol rapid for its activity against Aspergilfus brasifiensis in
a test based on an adaptation of DIN EN 14562:2006* in the quantitative carrier test under clean and dirty conditions.

1  General Information and Material

7.1 Client

Client:

Date of order;

1.2 Identification of Test Laboratory

Site:

Study manager:
Scientific assistant:
Laboratory technicians:

1.3 Table of Contents

General Information and Material

Methods
Results
Tables

List of Abbreviations

1.4 Identification of Sample

Name of product:
Batch na:

Manufacturer;

B. Braun Medical AG, Mr Andreas Arndt,

Seesatz 17, CH — 6204 Sempach
02/11/2011

Dr. Brill + Partner GmbH - Institut fir Hygiene und Mikrobiologie,
Stiegstiick 34, 22339 Hamburg, Germany

Dipl.-Biol. Dr. rer. nat. Florian H.

H. Brill

Dipl.-Biol. Dr. rer. nat. Jan-Hendrik Klock

Carmeila Janicke, Marion Korsch,

Meliseptol rapid
0354M26

Ulrike [Rleib

Lows TR O U E B o ]

B. Braun Medical AG, CH — 6204 Sempach

* Tast procedure accredited according to DIN EN {SOAEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telephone 044557631-0, Telefax

040/557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of (( DAKKS
this test report without the explicit prior written permission. The test results exclusively apply S
10 the tested samples. Infarmation on measurement uncertainty on request. © Dr. Brill +

Partner GmbH 2012
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1.5

2

Date of delivery:

Storage conditions:
Appearance of concentrata:
Odour:

Diluent used:

pH value, concentrate:

pH value, 50.0 % (measured in A. dest.):
pH value, 10.0 % (measured in A, dest.);

Active agents in 100 g test preparation;

Test Conditions

Test period;

Product test concentrations:
Exposure times:

Carrier:

Test temperature:
Incubation temperature:

Organic load:

Neutraliser;

Identification of test strain:

Methods

Test Report No - L11/191.]
Author JK Version 01 Date 12/01/2012

Product Name Weliseptol rapid
Method DIN EN 14562:2006*

Page 2 0f 10

29/11/2011

room temperature and darkness

clear, colourless liquid

alcohalic, fresh

distilled water

6.78

7.39

7.12

50 g propan-1-ol

0.075 didecyl dimethyl ammenium chloride

06/01/2012 — 09/01/2012

10%+50%+100%

1,5, and 15 minutes

frosted glass

20°Cx 1°C

30°C+1°C

dirty conditions (0.3 % sheep erythrocytes + 0.3 % bovine albumin)
clean conditions {0.03 % bovine albumin}

30 g/L polysorbate 80, 3 g/L lecithin, 1 g/L histidine,

5 g/L sodium thiosulphate (TLH-Nt)

Aspergilius brasiliensis (niger) ATCC 16404

The tests were carried out on the basis of DIN EN 14562:2006 “Chemical disinfectants and antiseptics - Quantitative carrier
test for the evaluation of fungicidal or levurocidal activity of chemical disinfectants for instruments used in the medical area

— Test method and requirements {phase 2, step 2) “.

The examination of efficacy was solely carried out with the test fungi Aspergilius brasifiensis.

* Test procedure accredited according to DIN EN ISOAEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telephone 040/557631-0, Telefax
040/557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of (( DAKKS
this test report without the explicit prior written permission. The test results exclusively apply
to the tested samples. Information on measurement uncertainty on request. © Dr. Brill +

Partner GmbH 2012
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F/ Product Name Meliseptal rapid
— Method DIN EN 14562:2006*
DR. BRILL + PARTNER
INSTITUT FUR HYGIENE UND MIKROBIGLOGIE Page 3 0f 10
3  Results

The test results based on an adaptation of DIN EN 14562:2006 are summarised in table 1 to 6.

The cell count of Aspergillus brasifiensis was slightly too low in the test suspensicn. However, the cells counts in the water
controls have been within the standards limits or slightly too high. Hence, the results were not influenced.

The cell counts in the water controls in table 2 and 4 were slightly too high. The deviations of the cell counts have been
within the variation limit of the method. Hence, the results were not influenced.

The test fungi were sufficiently (RF >4) inactivated by the preparation Meliseptol rapid with the following concentration-
time relationship:

Organic load: clean conditions 100.0 % 15 minutes.

Organic load: dirty conditions 100.0 % 15 minutes.

Hamburg, 12/01/2012

* Test procedure accredited according to DIN EN ISOAEC 17025, Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telephone 040/557631-0, Telefax
040/557631-11, wwwe.brillhygiene.com. No copying or transmission, in whole or in part, of (( DAKKS
this test report without the explicit prior written parmission. The test results exclusively apply Deutsche
to the tested samples. nformation on measurement uncertainty on request. ® Dr. Brill + ;’.‘:{?;’;‘j‘;';fg‘{:’,‘;"' * % ® **  ZLG-AP-216.11.02

Partner GmbH 2012
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DR. BRILL + PARTNER
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Table 1.1

Test Report io

Author JK Version 01

L114191.1
Date 12/01/2012

Product Name Meliseptol rapid
Methad DIN EN 14562;2006*

Validation, Controls and Evaluation (DIN EN 14562:2006*)

Page 40f 10

Quantitative Carrier Test for the Evaluation of Fungicidal or Levurocidal Activity in the
Medical Area (Phase 2, Step 2}

Test preparation: Meliseptol rapid Batch: 0354M26
Test organism: Aspergillus brasifiensis Test temperature:  20°C+ 1°C
Exposure time: 1 minute Carrier: frosted glass
Organic load: clean conditions Inactivation: TLH-Nt
Suspension for validation . , Validation of method (C)
Control of test conditions (A} | Control of Neutraliser {B)
(Nyo) Product conc.: 100,00 %
cell count =2 cell count b cell count X cell count X
V:'l 39 V(‘l 32 V(] 25 V:] 30
36 37,5 29 30,5
Vo 33 Ve 43 Yoz 33 Yo 31
30.<% of N < 160 | Yes x of A(1')is Yes x of Bis Yes x of ({1 is Yes
20,5 x X gf Nyg? 20,5 x % of Ny? 20,5%x X of Ny?
Test N cell count per plate Vot Va S /10 N 817<lgN=8707
suspension | 1 ooe-06 | 90 90 90 | 90 | 9,00E+07 No
(N) 1,00-07 | 16 10 16| 10| 795
Water N viable count per plate Va | Va Rum {1 N 615=<IgN <6657
control (Ny}| 1,006-04 | 47 28 47 | 28 | 3,75E+06 Yes
1,00E-05 2 7 2 7 6,57
Product N cell count per plate Vo Vo a=%x%10 Ig Na IgR
conc. [%] {lg Ng =6,57)
1,00E+00 |=>165 >165 >165|>165
1,00E-01 [>165 >165 >165|>165
10,00 : 9,95E+05 6,00 0,58
1,00E-02 |>165 =165 >165|>165
1,00E-03 95 104 95 [ 104
1,00E+00 |>165 =165 >165|>165
1,00E-01 |>165 =165 >165|>165
50,00 4,65E+05 5,67 0,91
1,00E-02 |>165 >165 >165|>165
1,00E-03 52 41 52 41
1,00E+00 |>165 >165 >165(>165
1,00E-01 |>165 >165 >165|=>165
100,00 : 3,65E+04 4,56 2,01
1,00E-02 33 40 33 | 40
1,00E-03 3 6 <14 | <14
* Tast procedure accredited according to DIN EN 1SOAEC 17025, Test report issued by Dr. Brill N A
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telephone (40/557631-0, Telefax ** ** Zantiaisielle der Lander §
040755763111, www.brillhygiene.com. No copying or transmission, in whole or in part, of (( DAKKS * n‘ g¢  R[Seunsheteaniy &
this test report without the explicit prior written permission. The test results exclusively apply E:&;T;ﬂ el ** o Mediznniodukten
to the tested samples. Information on measurement uncertainty on request. © Dr. Brill + D-PLA1I0N07 * kK ZLG-AP-216.11.02

Partner GmbH 2012
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Table 1.2 Validation, Controls and Evaluation (DIN EN 14562:2006%)
Quantitative Carrier Test for the Evaluation of Fungicidal or Levurocidal Activity in the
Medical Area (Phase 2, Step 2)
Test preparation: Meliseptol rapid Batch: 0354M26
Test organism: Aspergilfus brasiliensis Test temperature:  20°Cx 1°C
Exposure time; 5 minutes Carrier: frosted glass
Organic load: Clean conditions Inactivation: TLH-Nt
S ion f lidati lidati
R Control of test conditions {A)| Control of Neutraliser (B} Validation olmethod (6)
(Nvo) Product conc.. 100,00 %
cell count X cell count X cell count b cell count X
Vel 39 36 Yo 40 355 Yot 25 29 Ve 30 345
Yo 33 Yo 31 Vo 33 Vo 39
302 of N 160 | Yes % of A(5") Is Yes % of Bis Yes % of (57 is Yes
= 0,5 x X of Nw? = 0,5 x % of Nw? = 0,5 x % of Nyg?
Test N ¢ ell count per plate Vo | Vo | SemflgN 817=<IgN=8707
suspension | 1,00£-06 a0 90 90 | 90 | 9,00E+07 No
) 1,006:07 | 16 10 16 | 10 [ 795
Water N cell count per plate Ve Ve Rym /g N 6,15<IgN<6,657
control (N | 1,006-04 | 46 68 46 | 68 | 5,70E+06 No
1,00E-05 7 5 7 5 6,76
Product N viable count per plate Vo Va a=Xx10 Ig Na lg R
conc, [%] {lgNo =6,76)
1,00E+00 |>165 =165 >165[>165
1,00E-01 |=165 >165 >165|>165
10,00 3,30E+06 6,22 <0,54
1.00E02 |~165 165 >165|>165| g
1,00E03 |>165 >165 >165|>165
1,00E+00 |>165 =165 >165|>165
1,00E-01 =165 >165 »>165|>185
50,00 4,60E+04 4,66 2,09
100602 | 44 48 44 | 48
1,00E-03 | 12 14 <14 | 14
1,00E+00 | &7 59 67 | 59
1,00E-01 | 26 14 26 | 14
100,00 7,55E+02 2, g
1,00E-02 2 | <ia] 7 % 3,88
1,00E-03 0 0 <14 | <14
* Test procedure accredited according to DIN EN ISOAEC 17025, Test report issued by Dr. Brill * i
+ Partner GmbH, Stiegstlick 34, DE - 22339 Hamburg, Telephone 040/557631-0, Telefax b Sl g s.
040/557631-11, vww.brillhygiene.com. No copying or transmission, in whole or in part, of (( DAKKS o et |
this test report without the explicit prior written permission. The test results exclusively apply Deutsche * % weokmpicoden §
to the tested samples. Information on meastrement uncertainty on request. @ Dr. Brill + LTI K4 %" ZLG-AP-216.11.02

Partner GmbH 2012
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Table 1.3

Test Report No
Author JK VYersion 01

L11A191.1
Date 12/01/2012

Praduct Name Meliseptol rapid
Method DIN EN 14562,2008"

Validation, Controls and Evaluation (DIN EN 14562:2006%)

Page 60f 10

Quantitative Carrier Test for the Evaluation of Fungicidal or Levurecidal Activity in the

Medical Area (Phase 2, Step 2)

Test preparation: Meliseptol rapid Batch: 0354M26
Test organism: Aspergillus brasifiensis Test temperature:  20°C £ 1°C
Exposure time: 15 minutes Carrier: frosted glass
Organic load: clean conditions Inactivation: TLH-Nt
Suspensicn for validation . , Validation of method (C)
Control of test conditions (A} | Control of neutraliser {B}
(Nyo) Product conc.. 100,00 %
celi count P cell count 5 cell count X cell count
Vo 33 Yo 37 Yo 33 Vo 28
30 % of N < 160 | Yes % of A60Y is Yes % of Bis Yes % of C(60" is Yes
20,5 x X of Nyw? 20,5 x % of N? =0,5x% % of Ny?
Test N cell count per plate Vo | Ve Rym g N 817 <IgN=<8707?
suspension | 1,00E-06 90 90 90 | 90 | 9,00E+07 No
(N) 1,00e-07 | 16 10 16 | 10| 795
Water N cell count per plate Ve Va Rwm /g N 6,15=<IgN=<6,657
control (Ny) | 1,008-04 | 39 45 39 | 45 | 4,20E+06 v
es
1,00E-05 4 6 4 ) 6,62
Product N cell count per plate Ya Vo | Na=%x10 Ig Na IgR
conc. [%] (Ig No =6,62)
1,00E+00 |>165 =165 =165(>165
1,00E-01 [=165 =165 =165(>165
10,00 3,30E+06 6,22 <041
1,006-02 |>165 ~165 >165]>165| 0| 7
1,00E-03 |=165 »165 >165|>165
1,00E4+00 |=165 >165 >165|>165
1,00E-01 63 56 63 | 56
50,00 5,85E+03 3,77 2,85
1,00E-02 10 14 <14 | 14
1,00E-03 3 2 <14 | <14
1,00E+00 4 3 <14 | <14
1,00E-01 3 0 <14 | <14
100,00 100E02 0 0 <1 | =12 <1,40E+02 <215 =>4,48
1,00E-03 0 ] <14 | <14
* Test procedure accredited according to DIN EN 1SO/EC 17025. Test report issued by Dr. Brill P TS
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telephone 040/557631-0, Telefax Ty Wi .’.emu:u::fdﬂl:::ch:
040/557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of (( DAKKS - “‘ s Sl vy
this test report without the explicit prior written permission. The test results exclusively apply 2::'9;!1; w X Medicnniodubten
to the tested samples. Information on measurement uncertainty an request. © Dr. Brill + D.p{?l_;,;i;".g‘i’j‘; i ok A% ZLG-AP-216.11.02

Partner GmbH 2072
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Product Name Meliseptal rapid
Method DIN EN 14562:2006*

Table 2.1 Validation, Controls and Evaluation (DIN EN 14562:2006%)

Quantitative Carrier Test for the Evaluation of Fungicidal or Levurocidal Activity in the
Medical Area (Phase 2, Step 2}

Test preparation: Meliseptol rapid Batch: 0354M26
Test organism: Aspergillus brasiliensis Test temperature: 20°C+1°C
Expasure time: 1 minutes Carrier: frosted glass
Organic load: dirty conditions Inactivation: TLH-Nt
Suspension for validation . , Validation of method (C}
Contral of test conditions (A} | Control of Neutraliser {B)
(Nyo) Product conc.: 100,00 %
cell count * cell count b cell count % cell count X
VC1 39 Vc‘| 2 8 Vc] 2 5 V[‘| 2 ?
36 35,5 29 24,5
Ve 33 Ve 43 Ve 33 Yo 22
S0 % of N 1600 Yes % of A{1'}is Yes % of Bis Yes % of C1') is Ves
20,5 x X of Nuw? =20,5x% X of Nw? =0,5x X of Ny?
Test N cell count per plate Vo Vo Ky g N 8i7<lgN=<870?
suspension | 1,00E-06 el 90 90 | 90 | 9,00E+07 No
(N) 1,008-07 | 16 10 16| 10 795
Water N viabie count per plate Vo Y Xwm flg N 615=IgN <6657
control (Ny)| 1,00E-04 | 54 56 54 | 56 | 5,50E+06 N
o
1,00E-05 7 14 7 14 6,74
Product N cell count per plate Va | Ve | Na=xx10 lg Na Ig R
conc. [%! {lgNy =6,74)
1,00E+00 |=165 >165 =165|>165
1,00E-01 |=165 >165 =165|>165
10,00 ' >3,30E+06 >8,22 <{0,52
1,008-02 |>165 =165 =165 |>165
1,00E-03 |>165 =165 >165|>165
1,00E+00 |=>165 =165 =165 |>165
1,00E-01 [>165 >165 >165|>165
50,00 5,90E+05 577 0,97
1,00E02 |>165 >165 ~165|>165 "
1,00E-03 | 46 72 46 | 72
1,00E+00 |>165 =165 >165|=165
1,00E-01 |>165 =165 >165|>165
100,00 4,50E+04 4,65 2,09
100602 | 43 47 3 | 47 "
1,00E-03 12 5 <14 | <14

* Test procedure accredited according to DIN EN ISOAEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22338 Hamburg, Telephone 040/557631-0, Telafax

- * ® ok * Anarhann durchPecogeized by
040/557631-11, www.bril hygiene.com. No capying or transmission, in whole or in part, of (( DAKKS

Zentratedelle ded Lander §

*
* *
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this test repart without the explicit prior written permission. The test results exclusively apply . EE:::;:‘;HM _— % 5 [ra————
to the tested samples. Information on measurement uncertainty on request. © Dr. Brill + Bipiaziatoiio: LB ZLG-AP-216.11.02

Partner GmbH 2012
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DR. BRILL + PARTNER
INSTITUT FUR HYGIENE UND MIKROBIGLOGIE Page 8of 10
Table 2.2 Validation, Controls and Evaluation (DIN EN 14562:2006%)
Quantitative Carrier Test for the Evaluation of Fungicidal or Levurocidal Activity in the
Medical Area (Phase 2, Step 2)
Test preparation: Meliseptol rapid Batch: 0354M26
Test organism: Aspergilius brasiliensis Test temperature:  20°C £ 1°C
Exposure time: 5 minutes Carrier: frosted glass
Organic load; dirty conditions Inactivation: TLH-Nt
Suspension for validation - ) Validation of method (C)
Control of test conditions (A} | Control of neutraliser (B}
{Nyo) Product conc.; 100,00 %
cell count b4 cell count Pt cell count X cell count 3
Ve 39 Yo 24 V' 25 W 36
36 31 29 34
Ve 33 Ve 38 e 33 Yo 32
30< % of Ng < 160 | Yes x of A(5") is Yes X ofBis Yes x of (5" is Yes
=0,5x X of Ny? = 0,5 % % of Ny? = 0,5 x X of Nw?
Tast N cell count per plate Vo Vo Ry {1 N T11<lgN=<7,707
suspension | 1.00e-06 | S0 90 90 | 90 | 9,00E+07 e
(N) 1,006-07_| 16 10 16 [ 10| 795
Water N ] cell count per plate Ve Vo Zym /g N 6,15=igN=665?
control {Ny)| 1,00e-04 | 36 40 36 | 40 | 3,80E+06 v
es
1,00E-05 3 8 3 8 6,58
Product N cell count per plate Vo Vo | Na=%x10 lg Na Ig R
conc. [%] (g Ng =6,58)
1,00E+00 |>165 >165 >165|>165
1,00E-01 =165 =165 >165|>165
10,00 >3,30E+06 >6,22 =036
1,00E-02 [=165 =165 >165|>165
1,00E-03 |=>165 =165 >165|>165
1,00E4+00 |>1865 >165 >165|>165
1,00E-01 |=165 >165 >165|>165
50,00 - 3,30E+04 4,52 2,06
1,00E-02 | 40 26 40 | 26
1,00E-03 10 4 <14 | <14
1,00E+00 | 76 80 76 | 80
1,00E-01 17 14 17 | 14
100,00 ' 8,50E+02 2,93 3,65
1,00E-02 2 6 <14 | <14 i
1,00E-03 0 0 <14 | <14
* Test procedure accredited according to DIN EN ISOAEC 17025. Test report issued by Dr. Brill ki .
+ Partner GmbH, Stiegstick 34, DE - 22339 Hamburg, Telephone 040/557631-0, Telefax R e
040/557631-11, www.brillhygiena.com. No copying or transmission, in whole or in part, of (( DAKKS x “‘ Rk e i
this test report without the explicit prior written permission. The test results exclusively apply RE:::;?: —_— i* W Medinniodukten
to the tested samples. Information on measurement uncertainty on request. © Dr, Bll + FPFTaa 13T 0 iR ZLG-AP-218.11.02

Partner GmbH 2012
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Tabelle 3:  Validation, Controls and Evaluation (DIN EN 14562:2006%)
Quantitative Carrier Test for the Evaluation of Fungicidal or Levurocidal Activity in the
Medical Area (Phase 2, Step 2)
Test preparation: Meliseptol rapid Batch: 0354M26
Test organism: Aspergilius brasiliensis Test temperature:  20°C £ 1°C
Exposure time: 15 minutes Carrier: frosted glass
Organic load: dirty conditions Inactivation: TLH-Nt
ion for validati Validation of method (C
SISRETSIONIOMalldalon Control of test conditions (A) | Control of neutraliser(B) AL
(Nyo) Product conc.: 100,00 %
cell count R cell count P cell count = cell count %
V(‘| 39 V(] 3 5 Vc] 25 V:] 53
36 34 29 55.5
Vo 33 Vo 33 Ve 33 Ve 58
30 % of N < 160 | Yes % of A(15"}is Vas x of Bis Yes % of C{157 is Yes
20,5 R of Ng? = 0,5 x X of Ny? 20,5 x X of Ny?
Test N cell count per plate Va | Va | XumflgN 817=lgN=<8707?
suspension | 1 ooE-06 | 90 90 90 | 90 | 9.00E+07 -
(N) 1,008-07 | 16 10 16 | 10 7,95
Water N cell count per plate Ve Ve Kym /g N 6,15<IgN<6,657
control {N,) | 1,00E-04 | 35 46 35 | 46 | 4,05E+06 Yes
1,00E-05 6 5 6 5 6,61
Product N cell count per plate Yy Vo | Na=%x10 lg Na Ig R
conc. [%] (lg No =661}
1,00E4+00 |>165 =165 »165|>165
1,00E-01 |=165 =165 >165(>165
10,00 >3,30E+06 >6,22 <0,39
1,00E-02 |=>165 >165 =165 |>165
1,00E-03 |>165 >165 >165|>165
1,00E4+00 |=165 =165 >165|>165
1,00E-01 92 81 92 | 81
50,00 9,95E+03 4,00 2,61
1,00E-02 | 24 22 24 | 22
1,00E-03 4 4 <14 | «14
1,00E+00 7 5 <14 | <14
1,00E-01 2 1 <14 | <14
100,00 1,40E+02 2,15 =446
100802 | 1 0 <14 | <14 < <
1,00E-03 0 0 <14 | <14
* Tast procedure accredited according to DIN EN ISQVIEC 17025. Test report issued by Dr, Brill = P O T R
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telephone 040/557631-0, Telefax pp.° g Ko Zentasleli det Lander
040/557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of (( DAKKS * ’L‘ g TSR
this test report without the explicit prier written permission. The test results exclusively apply = R:ﬁf:s!':mn e TS o i
to the tested samples. informaticn on measurement uncertainty on request. © Dr. Brill + 0-PL13412.05.02 L ZLG-AP-216.11.02

Partner GmbH 2012
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4  List of Abbreviations

A = control of test conditions

B = control of neutraliser

C = validation of method at highest product concentration in %
N = test suspension

Nvo = suspension for validation

Nuw = control test with water

n.t. = not tested

R N reduction factor in logse steps

Ve = viable count per ml

% = mean of Ve and Vo

Test Report Na - L11/181.1
Author JK Version 01  Date 12/01/2012

Praduct Name Meliseptol rapid
Method DIN EN 14562:2006*

Page 10 of 10

* Test procedure accredited according to DIN EN ISOHIEC 17025, Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telephone 040/557631-0, Telefax
040/557631-11, waw.brillhygiene.com. No copying or transmission, In whole or in part, of (( DAKKS
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DIPL.-BIOL. DR. RER. NAT. FLORIAN H. H. BRILL

/0 DR. BRILL + PARTNER GMBH

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE
STIEGSTUCK 34, DE-22339 HAMBURG
TELEFON (049-40/557631-0

TELERAX 0049-40/557631-11

EMAIL INFO@BRILLIYGIENE.COM

DR F. H. 1. BRILL - ¢/0 DR, BRILL + PARTNER GMBH - STiEGSTICK 34 - DE-22339 HAMBURG INTERNET W%W BRILLHYGIENE.COM

B. Braun Medical AG
Seesatz 17
CH — 6204 Sempach

Hamburg, 12. Januar 2012

Gutachten

Fungizide Wirkung von Meliseptol rapid im
Quantitativen Keimtragerversuch in Anlehnung an DIN EN 14562:2006 {Phase 2, Stufe 2)

Das Desinfektionsmittel Meliseptol rapid wurde in Anlehnung an die DIN EN 14562:2006 ,Chemische Desinfektionsmittel
und Antiseptika - Quantitativer Keimtragerversuch zur Priifung der fungiziden oder levuroziden Wirkung chemischer Desin-
fektionsmittel fiir Instrumente im humanmedizinischen Bereich - Priifverfahren und Anforderungen (Phase 2, Stufe 2)" ge-
priift und bewertet,

Nach dem Prifbericht Nr. L11/191.1 der Dr, Brill + Partner GmbH vom 12.01.2012 erwies sich das Testpraparat als fungizid
gegen Aspergillus brasiliensis unter geringer und hoher organischer Belastung.

Die Bedingungen der DIN EN 14562:2006 wurden gegen den Testpilz Aspergillus brasifiensis durch die folgenden Konzent-
rations-Zeit-Relationen erflllt:

Organische Belastung: gering 100,0 % 15 Minuten.
Organische Belastung: hoch 100,0 % 15 Minuten.

Dr. Florian H. H. Brill

Meliseptol rapid - Gutachten nach DIN EN 14562:2006 Seite 1 von 1
Gutachen L11/191,1-120112JK¥01
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Prifbericht Nr. L11/191.1

Prifbericht Nr. - L114191.1
Erstelier JK Version 01 Datum 12.01.2012

Produktname Meliseptol rapid
Methode DIN EN 14562:2006™

Seite 1 von 10

Quantitativer Keimtragerversuch zur Prifung der fungiziden Wirkung von Meliseptol rapid im
humanmedizinischen Bereich (in Anlehnung an DIN EN 14562:2006; Phase 2, Stufe 2%)

Entsprechend thres Auftrages Uberpriften wir das Préparat Meliseptol rapid hinsichtlich seiner Wirksamkeit gegen Asper-
giftus brasifiensis bei der Priifung in Anlehnung an DIN EN 14562:2006* im quantitativen Keimtrdgerversuch mit geringer
und hoher organischer Belastung.

1

Allgemeine Informationen und Material

Auftraggeber
Auftraggeber:

Auftragsdatum:

Identifizierung des Priflaborateriums

Standort:

Prifungsleiter:
Wissenschaftliche Mitarbeiter;
Laborversuche:

Inhaltsverzeichnis

Allgemeine Informationen und Material
Methoden

Ergebnisse

Tabellen

Abklrzungsverzeichnis

Identifizierung der Probe

Name des Produktes:
Chargenbezeichnungen:
Hersteller:

B. Braun Medical AG, Herr Andreas Arndt,

Seesatz 17, CH — 6204 Sempach
02.11.2011

Dr. Brill + Partner GmbH - Institut fir Hygiene und Mikrobiologie,

Stiegstlick 34, 22339 Hamburg
Dipt.-Biol. Dr. rer. nat. Florian H.
Dipl.-Biol. Dr. rer. nat, Jan-Hend

Carmela Janicke, Marion Korsch,

Meliseptol rapid
0354M26

H. Brill
rik Klock
Ulrike IRleib

=S8

L= B

B. Braun Medical AG, CH — 6204 Sempach

* Priifverfahren akkreditiert nach DIN EN ISOAEC 17025, Priifbericht ausgestellt durch die Dr.

Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telefon +49 40 557631-0,
Telefax +49 40 557631-11, www.brillhygiene.com. Auch auszugsweise Vervielfdltigung und
Weitergabe dieses Priifberichts nur nach schriftlicher Genehmigung. Die Priifergebnisse
beziehen sich ausschlieRlich auf die gepriiften Gegenstande. Informationen zur Messun-

genauigkeit auf Anfrage. ® Dr. Brill + Partner GmbH 2012

((DAkks
Akkreditie
D-PL-1341

% # Wy |,  Ansrkannt durchBecognized by
w k1 Zentralalefle del Lande &
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PG e
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rungsstelle x * st umacuiian
2-01-02 LR ZLG-AP-216.11.02
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Lieferdatum:

Lagerbedingungen:

Aussehen im Konzentrat:
Geruch:

Yerwendetes Verdinnungsmittel:

pH-Wert, Konzentrat:

pH-Wert, 50,0 %ig (in A. dest. gemessen):
pH-Wert, 10,0 %ig (in A. dest. gemessen):

Wirksubstanzen in 100 g Testpraparat:

1.5 Prifbedingungen

Zeitraum der Prifung:
Produktpriifkenzentration:
Einwirkzeiten:

Keimtrager:
Priiftemperaturen:
Bebriitungstemperatur:

Organische Belastung:

Neutralisationsmittel:

|dentifizierung der Prifstamme:

2 Methoden

Prifbericht Nr.  £1141911
Erstelier JK Version 01 Datum 12.01.2012

Produktname Meliseptol rapid
Methode DIN EN 14562:2006*

Seite 2 von 10

29.11.2011

Raumtemperatur und Dunkelheit

klare farblose Flissigkeit

alkoholisch frisch

destilliertes Wasser

6,78

7,39

712

50 g Propan-1-ol

0,075 Didecyldimethylammoniumchlorid

06.01. bis 09.01.2012

10% +50%+100%

1, 5und 15 Minuten

Mattglas

20°C £ 1°C

30°C+1°C

hoch (0,3 % Schaferythrozyten + 0,3 % Rinderalbumin)
gering (0,03 % Rinderalbumin}

30 g/l Polysorbat 80, 3 g/l Lecithin, 1 g/L Histidin,

5 g/L Natriumthiosulfat (TLH-N1)

Aspergillus brasiliensis (niger) ATCC 16404

Grundlage der Untersuchungen war die DIN EN 14562:2006 ,Chemische Desinfektionsmittel und Antiseptika - Quantitativer
Keimtragerversuch zur Priifung der fungiziden oder levuroziden Wirkung chemischer Desinfektionsmittel fir Instrumente im
humanmedizinischen Bereich - Prifverfahren und Anforderungen (Phase 2, Stufe 2)".

Die Wirksamkeitsprifung wurde nur mit dem Testpilz Aspegiflus brasitiensis durchgeflhrt,

* Prifverfahren akkreditiert nach DIN EN ISOAEC 17025, Prifbericht ausgestelit durch die Dr.
Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telefon +49 40 557631-0,
Telefax +49 40 557631-11, www. brillhygiene.com. Auch auszugsweise Vervielfaltigung und
Weitergabe dieses Prifberichts nur nach schriftlicher Genehmigung. Die Priffergebnisse Deutsche
beziehen sich ausschlielflich auf die gepriiften Gegenstande. Informationen zur Messun-

genauigkeit auf Anfrage. @ Dr. Brilt + Partner GmbH 2012
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Produktname Meliseptol rapid
Methode DIN EN 14562:2006*

3 Ergebnisse
Die Ergebnisse der Priifung in Anlehnung an DIN EN 14562:2006 sind in den Tabellen 1 bis 6 zusammengefasst.

Die Zellzahl von Aspergiilus brasiliensis war in der Prifsuspension geringfigig zu niedrig. Da die Zellzahlen in den Wasser-
kontrollen innerhalb der Grenzen der Norm oder geringfligig zu hoch waren, wurden die Ergebnisse davon nicht beeinflusst,

Die Zellzahlen in den Wasserkontrollen in Tabelle 2 und 4 waren geringfiigig zu hoch. Da die Abweichungen der Zellzahlen
im Rahmen der natirlichen Schwankungsbreite der Methode waren, sind die Ergebnisse davon nicht beeinflusst worden.

Mit der folgenden Konzentrations-Zeit-Relation wurden die Testpilze durch das Praparat Meliseptol rapid ausreichend (RF
>4) inaktiviert:

Organische Belastung: gering 100,0 % 15 Minuten.
Organische Belastung: hoch 100,0 % 15 Minuten.

Hamburg, 12.01.2012

-~

h /

V%
Dipl.-Bial. Dr. rer. ndt{ Jan-Hendrik Klock Difl.-Biol. Dr. rer. nat. Florian H. H. Brill
Stellvertretender Laburleiter Geschaftsflihrer

* Priffverfahren akkreditiert nach DIN EN ISOAEC 17025. Priifbericht ausgestelit durch dig Dr,
Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telefon +49 40 557631-0,

. L. &3 * Anarkannl durchMscogntzed by
Telefax +49 40 55763111, www.brillhygiene.com. Auch auszugsweise Yervielféltigung und « DAKKS

Tentralsdella der LAnder §

: “ W M Gesundnedssenutz ]
beiArzraimiteln und E
* *

Weitergabe dieses Priifberichts nur nach schriftlicher Genehmigung. Die Priifergebnisse R:::;?:em sstelle * * ediingiodubton §
beziehen sich ausschlieRlich auf die gepriiften Gegenstande, [nformationen zur Messun- A LB Z2LG-AP-218.11.02

genavigkeit auf Anfrage. © Dr. Brill + Partner GmbH 2012
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Tabelle 1:

Priifbericht N,

L1111981.1

Ersteller JK Version 01 Datum 12.01.2012

Produktname Meliseptel rapid
Methode DIN EN 14562:2006"

Seite 4 von 10

Validierung, Kontrollen und Bewertung (DIN EN 14562:2006%)

Quantitativer Keimrdgerversuch zur Prifung der fungiziden oder levuroziden Wirkung im
humanmedizinischen Bereich {Phase 2, Stufe 2}

Testpraparat:
Priforganismus:
Einwirkzeitzeit:
Organische Belastung:

Meliseptol rapid
Aspergillus brasiliensis
1 Minute

gering

Charge:

Priftemperatur:
Keimtrdger:
Inaktivierung:

0354M26
20°C £ 1°C
Mattglas
TLH-Nt

Validierungssuspension (Nye} [Kontrolle der Priifoedingungen Kontrolle des Verfahrensvalidierung (C)
(A) Neutralisationsmediums {B) | Produktkonz.. 100,00 %
Zellzahl X Zellzahl b Zellzahl X Zellzahl %
Vo | 39 Vg | 32 Va | 25 Vo | 30
36 37,5 29 30,5
Vo | 33 Vo | 43 Vo | 33 Vo | 31
% von A(BD") ist % yon B ist % yon C(60") ist
% J
Wszvonbe<T60) Ja | oc cvontg? | ™ | zosxxvonng | 2 | zo5xzvenng | 2
Priif- N Zellzahl je Platte Va | Ya | RemflgN 817<IgN<8707
suspension | 1,00e-06 | 90 90 90 | 90 | 9.00E+07 :
Nein
N) 100607 | 16 10 6 | 10| 7.9
Wasser- N Zellzahi je Platte Yo | Vo Zom /10 N 6,15<lgN<6657
kontrolle | 1,00-04 | 47 28 47 | 28 | 3,75E+06
Ja
(Ny) 1,00605 | 2 7 2 | 7 6,57
Produkt- N Zellzah! je Platte Va | Ve | N,=xx10 lg N, IgR
konz. [%] {lg Ny =6,57)
1,00E+00 | =165 >165 >165| >165
1,00E-01 | >165 >165 >165| >165
10,00 ' 8,95E+05 6,00 0,58
1,00E-02 | =165 >165 >»165] >165
1,00E-03 85 104 95 | 104
1,00E+00 | =165 =165 >165| >165
1,00E-01 | =165 >165 >165| =165
50,00 ! 4,65E+05 5,67 0,91
1,00E-02 | =165 >165 >165| 165
1,00E-03 52 41 52 | M
1,00E+00 | =165 >165 >165| =165
1,00E-01 |=165 >165 >165| =165
100,00 - 3,65E+04 4,56 2,01
1,00E-02 | 33 40 33 | 40
1,00E-03 3 6 <14 | <14
* Priffverfafiren akkreditiert nach DIN EN ISO{IEC 17025, Pritfbericht ausgestellt durch die Dr. — & W, Anetksnnl durchRecognized by
Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telefon +49 40 557631-0, - t* Ko Zenuantone oo Lander §
Telefax +49 40 557631-11, www.brillygiene.com. Auch auszugsweise Vervielféltigung und (( DAKKS * !L‘ i e
Weitergabe dieses Prifberichts nur nach schriftlicher Genehmigung. Die Prilfergebnisse ™. . Em:;?;mn ke M W wedimorosaten |
beziehen sich ausschlieflich auf die gepeliften Gegenstéinde. Informationen zur Messun- ' e * % K ZLG-AP-216.11.02

genauigkeit auf Anfrage, © Dr, Brill + Partner GmbH 2012
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Prifbericht Nr.

L114191.1

Ersteller JK Version 01 Datum 12.01.2012

Produktname Meliseptol rapid
Methode DIN EN 14562:2006*

Seite 5 von 10

Tabelle 2:  Validierung, Kontrollen und Bewertung (DIN EN 14562:2006%)

Quantitativer Keimragerversuch zur Prifung der fungiziden oder levuroziden Wirkung im
humanmedizinischen Bereich {Phase 2, Stufe 2}

Testprdparat:
Priiforganismus:
Einwirkzeitzeit:
Organische Belastung:

Meliseptol rapid
Aspergillus brasiliensis
5 Minuten

gering

Charge:
Priiftemperatur:
Keimtrdger:
Inaktivierung:

0354M26
20°C+1°C
Mattglas
TLH-Nt

Validierungssuspension (N,o} |Kontrolle der Priifbedingungen Kontralle des Verfahrensvalidierung (C}
{a) Neutralisationsmediums (B) | Produktkonz.: 100,00 %
Zellzahi % Zellzahl % Zellzahl % Zellzahl %
Vo | 39 Vg | 40 Vo | 25 Vo | 30
36 35,5 29 34,5
Vo | 33 Vo | 3 Vo | 33 Vo | 39
_ % von A{BQ') ist % von B ist = von C(p0'} ist
0szvonNy<t60f Ja ll oo v | | 2osxszvonng | @ | 205xzvonng | 22
Prif- N Zellzahl je Platte Vo | Vo Zm lg N 817<IlgN<8707
suspension | 1,00E-06 | 90 30 90 | 90 | 9.00E+07 :
Nein
(N} 1,006-07 | 16 10 16 | 10 7,95
Wasser- | N Zellzahl je Platte Va | Va | zunfgN 615<lgN<6,657
kontrolle 1,00E-04 46 68 46 | 68 | 570E+06 \
Nein
(Nyy) 100605 | 7 5 7] 5 6,76
Produkt- N Zellzahl je Platte Va | Yo | Ny=xx10 Ig N, Ig R
konz. [%] {lg Ny =6,76)
1,00E+00 | =165 >165 >165| =165
1,00E-01 | =165 >165 >165| >165
10,00 - 3,30E+06 6,22 <0,54
TO0E02 |>165 165 ~165| >165] ~ g
1,00E-03 | >165 >165 >165|>165
1,00E+00 |=165 >165 >165| >165
1,0CE-01 | =165 >165 >165] =165
50,00 - 4,60E+04 4,66 2,09
1,00E-02 44 48 44 48
1.00E-03 12 14 <14 | 14
1,00E+00 67 58 67 5%
1,00E-01 26 14 26 14
100,00 d 7,55E+02 2,88 3,88
1,00E-02 2 2 <14 | <14
1,00E-03 0 0 <14 | <14
* Priifverfahren akkreditiert nach DIN EN ISO/AEC 17025. Priifbericht ausgestellt durch die Dr. " e e
Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telefon +49 40 5576310, > T Al ¢
Telefax +49 40 557631-11, www. brillhygiene.com. Auch auszugsweise Vervielfaltigung und (( DAKKS * “.‘ R prrivamig )
Weitergabe dieses Prifhierichts nur nach schriftlicher Genehmigung. Die Prifergebnisse g::“;hﬂe el ** 2 Medinprodubten
beziehen sich ausschlieRlich auf die gepriften Gegenstinde. Informationen zur Messun- S i LR ZLG-AP-216.11.02

genauigkeit auf Anfrage. @ Dr. Brill + Partner GmbH 20112
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Produktname Meliseptol rapid
Methode DIN EN 14562:2006*

Tabelle 3. Validierung, Kontrollen und Bewertung (DIN EN 14562:2006%)

Quantitativer Keimragerversuch zur Prifung der fungiziden oder levuroziden Wirkung im
humanmedizinischen Bereich (Phase 2, Stufe 2)

Testpraparat: Meliseptol rapid Charge: 0354M26
Priiforganismus: Aspergillus brasifiensis Priiftemperatur;  20°C+ 1°C
Einwirkzeitzeit: 15 Minuten Keimtrager: Mattglas
Organische Belasiung:  gering Inaktivierung: TLH-Nt
Validierungssuspension (N.g} [Kontrolle der Priifbedingungen Kontrolle des Verfahrensvalidierung {C)
{A) Neutralisationsmediums (B} | Produktkonz.: 100,00 %
Zellzahl % Zellzahl % Zellzahl % Zellzahl %
Vd 39 Vd 30 Vcl 25 vci 29
36 33,5 29 285
Vo | 33 Vo | 37 Vo | 33 Vo | 28
~ % yon A{6D") ist % von B ist  yon C{60" ist
0<xvonNg<160) Ja ll oo coonng Il 2 I zosxsvonng | 2 Vaoswrvonng | 2
Prijf- N Zellzahl je Platte Va | Yo | sunflgN 817<lgN<8707
suspension | 1.00E-06 | 90 90 90 | 90 | 9.00E+07 .
Nein
N 1,00607 | 16 10 16 [ 10 ] 795
Wasser- N Zellzahl je Platte Va | Va | RpfgN 6,15<lg N<6,657
kontrofle | 1,00-04 | 39 45 39 | 45 | 4,20E+06 ™
(N 1,006-05 | 4 6 4] & 6,62
Produkt- N Zellzahl je Platte Va | Yo | N,=xx10 Ig N, IgR
konz. [%] {lg Ny =6,62)
1,00E+00 | =165 >165 >165|>165
1,00E-01 |=165 >165 >165|>165
10,00 ' 3,30E+06 6,22 =0,41
TO0E02 |>165 165 S165[>165] 0| T
1,00E-03 |>165 >165 >165|>165
1,00E+00 | 165 =165 »165 | =165
1,00E-01 63 56 63 | 56
5,95E+03 3,77 2,85
200 1,00E-02 10 14 <14 | 14
1,00E-03 3 2 <14 | <14
1,00E+00 4 3 <14 | <14
1,00E-01 3 0 <14 | <14
100,00 1,40E+02 2,15 =448
T00E02 | 0 0 4| <14] = <
1,00E-03 0 0 <14 | <14

*

Priifverfahren akkreditiert nach DIN EN ISOAEC 17025, Prifhericht ausgestellt durch die Dr,

* 1] ann| UL
Brill -+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telefon +49 40 5576310, TRy Ay

b "y Zentiolstella der Linder 3
Telefax +49 40 557631-11, wwuw.brill hygiene.com. Auch auszugsweise Vervielfiltigung und ( DAKKS -: VWG ~ “oowhet §
Weitergabe dieses Prifberichts nur nach schriftlicher Genehmigung. Die Priffergebnisse : g::rt:;?ﬂeemn - s N Wedizmprossuten
heziehen sich ausschlieflich auf die gepriiften Gegenstande. Informatlonen zur Messun- D-PL13412.01.02 LS ZLG-AP-216.11.02

genauigkeit auf Anfrage. © Dr. Brill + Partner GmbH 2012
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Tabelle 4:

Pritfbericht Nr.

L114191.1

Ersteller JK Version 01 Datum 12.01.2012

Produktname Meliseptol rapid
Methode DIN EN 14562:2006*

Seite 7van 10

Validierung, Kontrollen und Bewertung (DIN EN 14562:2006*)

Testpraparat:

Quantitativer Keimragerversuch zur Priifung der fungiziden oder levuroziden Wirkung im
humanmedizinischen Bereich (Phase 2, Stufe 2)

Priiforganismus.

Einwirkzeitzeit:

Organische Belastung:

Meliseptol rapid
Aspergillus brasiliensis
1 Minute

hoch

Charge: 0354M26
Priftemperatur:  20°C+ 1°C
Keimtrager: Mattglas
Inaktivierung: TLH-Nt

Validierungssuspension (N} |Kontrolle der Prifbedingungen Kontrolle des Verfahrensvalidierung (C)
(A) Neutralisationsmediums (B} | Produktkonz.: 100,00 %
Zellzahl % Zellzahl % Zellzahl % Zellzahl %
Vo | 39 Va | 28 Yo | 25 Vo | 27
36 355 29 24,5
Vo | 33 Vo | 43 Vo | 33 Vo | 22
_ % van A{60") ist % von B ist % von C{60" ist
S0Ejvoniifips 16y 4 = 0,5 x % von Nyp? - = 0,5 % % von Ny? 2 =0,5x % von Nyo? .
Prif- N Zellzahl je Platte Va | Va | SumflgN 817<lgN<8707
suspension | 1,00E-06 | 90 90 90 | 90 | 9.00E+07 _
Nein
(N) 1,006-07 | 16 10 6 | 10 ] 7.95
Wasser- N Zellzahl je Platte Va | Vo | xuaflgN 6,15<lgN<6,657
kontrolle 1,00E-04 54 58 54 | 56 | S5,50E+06 .
Nein
(Ng) 1,006-05 | 7 14 7 | 14 6,74
Produkt- N Zelizah! je Platte Vo | Ve | Nyj=xx10 g N, g R
konz. [%] (lg Ny =6,74}
1,00E+00 |=>165 =165 >165| >165
1,00E-01 |>165 >165 >165|>165
10,00 - >3,30E+06 >0,22 <052
1,00E-02 |>165 >165 »165| =165
1,00E-03 |>165 >165 >165|>165
1,00E+00 | =165 >165 »165|>165
50,00 1,00E-01 |>165 >165 >165|>165 5,90E+05 577 0.97
1,00E-02 |>165 >165 »165| =165
1,00E-03 46 72 6 | 72
1,00E+00 |=>165 >165 165 [ =165
1,00E-01 |>165 =165 >165] =165
10 : 4,50E+04 4,65 2,09
0,00 1,006:02 | 43 47 43 | 47
1,00E-03 12 5 <14 | <14
* Priffverfahren akkreditiert nach DIN EN ISO/IEC 17025. Priifbericht ausgestellt durch die Dr. ke Ay
Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telefon +49 40 557631-0, x K Zenushions dor Lander §
Telefax +49 40 557631-11, www.brillhygiene.com. Auch auszugsweise Vervielfaltigung und (( DAKKS = n‘ % MIOnENhE: §
Weitergabe dieses Priifberichts nur nach schriftlicher Genehmigung. Die Priffergebnisse gs:r‘:ért?emn s ir‘_ v uedericroAten £
beziehen sich ausschlieRlich auf die gepriften Gegenstande. Informationen zur Messun- TN a410M0 * 4 K ZLG-AP-216.11.02

genavigkeit auf Anfrage. © Dr. Brill + Partner GmbH 2012
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Tabelle 5:

Prifbericht Nr.  L11/191.1
Ersteller JK Version 01 Datum 12.01.2012

Produkiname Meliseptol rapid
Methode DIN EN 14562:2006*

Seite 8 von 10

Validierung, Kontrollen und Bewertung (DIN EN 14562:2006%)

Testpraparat:

Quantitativer Keimragerversuch zur Priifung der fungiziden oder levuroziden Wirkung im
humanmedizinischen Bereich (Phase 2, Stufe 2)

Priiforganismus:

Einwirkzeitzeit;

Organische Belastung:

Meliseptol rapid
Aspergiflus brasiliensis
5 Minuten

hach

Charge: 0354M26
Priftemperatur:  20°C £ 1°C
Keimtrager: Mattglas
Inaktivierung: TLH-Nt

Validierungssuspension (Nyg) [Kontrolle der Prifbedingungen Kontrolle des Verfahrensvalidierung {C}
(A) Neutralisationsmediums (B} | Produktkonz.. 100,00 %
Zellzahl % Zellzahl % Zellzah % Zellzahl X
Yo | 39 Vg | 24 Va | 25 ¥y | 36
36 3 29 34
Vo | 33 Vi | 38 Yo | 33 Vo | 32
% von A(B0') ist z von B ist % yon C(60" ist
30 < % von Ny < 160
S 2 20,5 % % von Nyg? . 20,5 % % von Ny? 12 20,5 % = von N,o? 2
Prif- N Zellzahl je Platte Vg | Vg Rom G N 817<lgN=8707
suspension | 10006 | 90 90 90 | 90 | 9,00E+07 ,
) Nein
1,00E-07 | 16 10 16 | 10 7,93
Wasser- N Zellzahl je Platte Vg | Vg Rym /1g N 6,15<IgN <6657
kontrolle 1,00E-04 36 40 36 | 40 | 3,80E+06 13
(Ny) 100605 | 3 8 3] 8 6,58
Produkt- N Zellzahl je Platte Yo | Vo | No=xx10 g N, IgR
konz. [%] {lg Ny =6,58}
1,00E+00 | =165 =165 >165]>165
1,00E-01 | =165 =165 >165| =165
10,00 ' 3,30E+06 6,22 =<0,36
TO0E02 |>165 165 S16s]>165] 0 | T
1,00E-03 [>165 >165 >165| 165
1,00E+00 | =165 =165 >165| >165
1,00E-01 |>165 =165 =165 | >165
50,00 3,30E+04 4,52 2,06
1,00E-02 40 26 40 | 26
1,00E-C3 10 4 <14 | <14
1,00E400 | 76 80 76 | 80
1.00E-01 17 14 171 14
100,00 8,50E+02 2,93 3,65
T.0002 | 2 ; <18 | <14 *
1,00E-03 0 0 <14 | <14
* Prisfverfahiren akkreditiert nach DIN EN ISO/AEC 17025. Priifbericht ausgestellt durch die Dr. i
Biill + Partner GmbH, Stiegstick 34, DE - 22339 Hamburg, Telefon +49 40 557631-0, Bl T
Telefax +49 40 557631-11, www.brillhygiene.com. Auch auszugsweise Vervielfaltigung und (( DAKKS x Tha@ * VComtumas &
Weitergabe dieses Priifberichts nur nach schriftlicher Genehmigung. Die Priifergebnisse Efﬁssfﬁewngme”e * N Uedimoeodoien b

beziehen sich ausschtieflich auf die gepriften Gegenstande, Informationen zur Messun-

genauigkeit auf Anfrage. © Dr, Brill + Partner GmbH 2012
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Tabelle 6:  Validierung, Kontrollen und Bewertung (DIN EN 14562:2006*)

Quantitativer Keimrdgerversuch zur Prifung der fungiziden oder levuroziden Wirkung im
humanmedizinischen Bereich (Phase 2, Stufe 2)

Testpraparat: Meliseptol rapid Charge: 0354M26
Priiforganismus: Aspergilus brasiflensis Priftemperatur;  20°C+ 1°C
Einwirkzeitzeit: 15 Minuten Keimtrager: Mattglas
Organische Belastung:  hoch Inaktivierung: TLH-Nt
Validierungssuspension (N} |Kantrolle der Priifbedingungen Kontrolle des Verfahrensvalidierung {C)
{A) Neutralisationsmediums (B) | Produktkonz.; 100,00 %
Zellzahl e Zellzahl % Zellzahl % Zellzahl %
Vo | 39 Vg | 35 Vo | 25 Va | 53
36 34 29 55,5
Vo | 33 Vo | 33 Vo | 33 Vo | 58
B % von A{B0") ist % von B ist = yon C{60") ist
0=vonlyg <160} 12 o o cvmvon gl ™ || zo5xxvonng b2 | sosxmwonng | 2
Priif- N Zellzahl je Platte Vo | VYo Zum /g N 817<IgN<8707
suspension | 1,00e-06 | 90 90 90 | 90 | 9,00E+07 :
() Nein
| 1,006-07 | 16 10 16 | 10 7,95
Wasser- | N Zellzahl je Platte Yo | Vo Zom g N 6,15<IgN=<6,657
kontrolle 1,00e-04 | 35 46 35 | 46 | 4,05E406 a
{Ny) 1,00-05 | 6 5 6 | 5 6,61
Produkt- N Zellzahl je Platte Vo | Vo | Ny=xx10 Ig N, IgR
konz. [%] (g No =6,61)
1,00E+00 |>165 >165 »165|>165
1,00E-01 | =165 >165 =165 | =165
10,00 3,30E+06 6,22 <0,39
T.00602 |>165 ST >165| =165 ~ g
1,00E-03 |>165 >165 »165 [ »165
1,00E+00 | =165 =165 »165 [ »165
1,00E-01 92 81 92 | 81
50,00 9,95E+03 4,00 2,61
1,008-02 | 24 22 24 | 22
1,00E-03 4 4 <14 | <14
1,00E+00 7 5 <14 | <14
1,00E-07 2 1 <14 | <14
100,00 1,40E+02 2,15 24,46
T00E02 | 1 0 <ia| <] " <
1,00E-03 0 0 <14 | <14

* Priifverfahren akkreditiert nach DIN EN ISQ/EC 17025. Priifbericht ausgestellt durch die Dr.

* N Anevkann! durchRecognized by

Brill + Partner GmbH, Stiegstiick 34, BE - 22339 Hamburg, Telefon +49 40 557631-0, e ** Zenlraisiaile det Linder &
Telefax +49 40 557631-11, www.brillhyaiene.com, Auch auszugsweise Vervtelfaltigung und (( DAKKS * l“ % TxSesbamn §
Weitergabe dieses Prifberichts nur nach schriftlicher Genehmigung. Die Prilfergebnisse : Rflt'!sg:'; o T ® pimasnsirrnd) |
beziehen sich ausschlieRlich auf die gepriiften Gegenstande. Informationen zur Messun- e * 4 ®k ZLG-AP-216.11.02

genauigkeit auf Anfrage. © Dr. Brill + Fartner GmbH 2012
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4  Abkiirzungsverzeichnis

A = Kontrolle der Priifbedingungen

B B Kontrolle des Neutralisationsmittels

C = Verfahrensvalidierung bei hochster Produktkonzentration in %
N = Prifsuspension

N vo = Validierungssuspension

Nw = Kontrollversuch mit Wasser

n.u. = nicht untersucht

R = Reduktionsfaktor in logsoe-Stufen

Ve = tebendzellzahl je ml

% = Mittelwert von Vo und Ve

Prifbericht Nr.  L114191.1
Ersteller JK Version 01 Datum 12.01.2012

Produktname Meliseptol rapid
Methode DIN EN 14562:2006*

Seite 10 von 10

* Prifverfahren akkreditiert nach DIN EN ISO/IEC 17025. Priifbericht ausgestellt durch die Dr.
Brill + Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Telefon +49 40 557631-0,
Telefax +49 40 557631-11, www.brillhygiene.com, Auch auszugsweise Vervielfaltigung und DAKKS

** * * Ansrhannt durchFistogniad by
+r Zantaletelle der LEnder i

bl
5 Bha@ x i

Weitergabe dieses Priifberichts nur nach schriftlicher Genehmigung. Die Priifergebnisse R«'ﬂﬁ?&m ki % Pt Medlnprooukten
beziehen sich ausschlieRlich auf die gepriiften Gegenstande. Informationen zur Messun- .,..,'.;3,1,_3?;, L2l ZLG-AP-219.91.02

genauigkeit auf Anfrage. © Dr, Brill + Partner GmbH 2012



Traducere din limba engleza

DR. RER. NAT. HOLGER BRILL

C/O DR. BRILL + PARTNER GMBH

LABOR FUR HYGIENE UND MIKROBIOLOGIE
PAPENREYE 61, 22453 HAMBURG

TELEFON 0049-40/557631-0

TELEFAX 0049-40/557631-11

EMAIL INFO@BRILLHYGIENE.COM
INTERNET WWW.BRILLHYGIENE.COM

DR. H.BRILL - C/O DR. BRILL + PARTNER GMBH « PAPENREYE 61 « 22453 HAMBURG

B. Braun Medical AG
CoE Infection Control
Seesatz

CH - 6204 Sempach

Hamburg, 8 iunie 2007

Raportul de expertiza

Eficacitatea dezinfectantului pentru suprafete Meliseptol rapid in cazul timpilor de expunere foarte scurti

Dezinfectantul pentru suprafete Meliseptol rapid a fost testat conform ,Metodelor de testare standard ale
DGHM pentru testarea procedurilor de dezinfectare chimica” (din 1 septembrie 2001) si evaluat conform
,Listei cerintelor de includere a procedurilor de dezinfectare chimica in lista de dezinfectanti a DGHM”
(din 4 februarie 2002).

Potrivit raportului testului nr. L 07/016 realizat de Dr. Brill + Partner GmbH, preparatul testat a prezentat
activitate_bactericida si fungicida pe suprafata testata cu placi OR in conditii de curatenie si murdarie.

Relatia efectiva concentratie-timp este:
100 % 15 secunde.
[Semnatura indescifrabila]

Dr. Holger Brill
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Raportul testului nr. L 07/016

Adecvarea Meliseptol rapid pentru dezinfectarea suprafetei cu timpi de expunere foarte scurti
(Metoda DGHM 2001 14%)

In conformitate cu comanda dumneavoastra, am testat preparatul Meliseptol rapid, denumit in
continuarea preparatul testat, in ceea ce priveste activitatea sa de dezinfectare a suprafetei in conditii de
murdarie.

1. Informatii generale si materiale

a) Clientul
. Clientul: B. Braun Medical AG, CH-Sempach; dl. A. Arndt
. Data comenzii: 30.03.2007

b) Identificarea laboratorului de testare

. Dr. Brill + Partner GmbH - Labor fir Hygiene und Mikrobiologie, Papenreye 61, 22453 Hamburg;
Dr. Holger Brill, Henrik Gabriel, Carmela Janicke, Ulrike I3leib, Marion Korsch

c) Identificarea probei

valoarea pH, 80 % (masurata in WSH): 8.83
Agentii activi in 100 g de preparat testat: 50,0 g propan-1-ol
0,075 g clorura de didecil-dimetil amoniu

. Numele produsului: Meliseptol rapid

. Lotul nr.: 6485M12

. Producatorul: B. Braun Medical AG, CH-Sempach

. Data livrarii: 04.03.2007

. Conditiile de depozitare: la temperatura camerei si la loc ferit de lumina
. Aspectul concentratului: S olutie limpede, incolora

. Mirosul: alcoolic, proaspat

. Diluantul folosit: apa cu duritate standardizata (WSH)

. valoarea pH, 100 %: 7.10

d) Conditiile de testare

. Perioada de testare: 03.04.2007 - 01.06.2007

. Concentratia de testare a produsului: 100 volum %

. Temperatura de testare: 20°Cx2°C

. Timpii de expunere: 15 si 30 de secunde

. Temperaturile de incubatie: 30 £ 1 °C sau mai degraba 36 °C + 1 °C
. Suprafata de testare: placi OR

. Incarcatura organica: conditii de murdarie

(0,3 % albumina bovina + 0,3 % eritrocite de oaie)
conditii de curatenie (0,03 % albumin& bovina)

. Neutralizatorul: 30 g/l polisorbat 80, 3 g/l lecitina, 1 g/l histidina,

[Sigla DAR *Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost emis de Dr. Brill +
Deutcher Partner GmbH, Papenreye 61, DE - 22453 Hamburg, nr. de telefon 040/557631-0, telefax 040/557631-11,
Akkreditierungs www.brillhygiene.com. Acest raport al testului nu poate sa fie copiat sau transmis, integral sau partial, fara
Rat acordul anterior explicit, Tn scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii

DAC-PL-0455- privind gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner GmbH 2007
06-00]
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5 g/l trisulfat de sodiu (TLH-Nt)

. Organismele testate: Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442
Candida albicans ATCC 10231
2. Metode

Testele s-au desfasurat in conformitate cu ,Metodele de testare standard ale DGHM pentru testarea
procedurilor de dezinfectare chimica” (din 1 septembrie 2001), precum si cu ,Lista cerintelor de includere
a procedurilor de dezinfectare chimica n lista de dezinfectanti a DGHM” (din 4 februarie 2002).

Am desfasurat teste Tn conformitate cu metoda 14.1.5 cu timpi de expunere de numai 15 si 30 de
secunde.

3. Rezultate

3.1 Evaluarea activitatii bactericide si fungicide pe suprafete neporoase cu actiune mecanica (Metodele
standard DGHM din 1 septembrie 001; 14.1.5 a*)

Rezultatele testului sunt redate sub forma unui rezumat in tabelul 1.

Relatia concentratie-timp cu un nivel suficient de eficacitate (> RF 5 sau mai degraba > RF 4) pentru
organismele testate in conditii de curatenie si murdarie au fost:

100 % 15 secunde.
Hamburg, 8 iunie 2007
[Semnatura indescifrabild]
Dr. Holger Brill
[Sigla DAR *Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost emis de Dr. Brill +
Deutcher Partner GmbH, Papenreye 61, DE - 22453 Hamburg, nr. de telefon 040/557631-0, telefax 040/557631-11,
Akkreditierungs www.brillhygiene.com. Acest raport al testului nu poate sa fie copiat sau transmis, integral sau partial, fara
Rat acordul anterior explicit, Tn scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii

DAC-PL-0455- privind gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner GmbH 2007
06-00]
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Raportul testului nr. LO7/016: Tabelul 1.1

Evaluarea activitatii bactericide si fungicide pe suprafete neporoase, cu actiune mecanica (Metodele

standard DGHM din 1 septembrie 2001; 14.1.5 a*)

Preparatul testat (lotul): Meliseptol rapid (6485M12)

Organismul testat: Staphylococcus aureus (log cfu/ml: 9.36)
Incarcatura organica: conditii de curatenie (0,03 % albumina)
conditii de murdarie (0,3 % albumina + 0,3 % eritrocite)
Inactivarea: TLH-NT
N Timp de expunere in secunde
0,
Cone. %M. | Dilutie 15 30
g cfu log RF cfu log RF
100 % 0,5 0 u =747 0 u >7,36
conditii de 10" 0 0
murdarie 102 0 0
C1 104 R R
10° 294 7,47 230 7,36
100 % 0,5 0 u =745 0 u =743
conditii de 10" 0 0
curatenie 102 0 0
C1 104 R R
10° 284 7,45 268 7,43
104 R
C2 10° 29 5,46
104 R
C3 10° 53 5,72
Legenda: cfu= unitati formatoare de colonii us= sub limita de detectie
RF = factor de reductie R= cultura bacteriana (> 300 cfu)
[Sigla DAR *Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost emis de Dr. Brill +
Deutcher Partner GmbH, Papenreye 61, DE - 22453 Hamburg, nr. de telefon 040/557631-0, telefax 040/557631-11,
Akkreditierungs www.brillhygiene.com. Acest raport al testului nu poate sa fie copiat sau transmis, integral sau partial, fara
Rat acordul anterior explicit, Tn scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii
DAC-PL-0455- privind gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner GmbH 2007

06-00]
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Raportul testului nr. LO7/016: Tabelul 1.2

Evaluarea activitatii bactericide si fungicide pe suprafete neporoase, cu actiune mecanica (Metodele
standard DGHM din 1 septembrie 2001; 14.1.5 a*)

Organismul testat: Enterococcus hirae (log cfu/mL: 9,30)

Incarcatura organica:  conditii de curatenie (0,03 % albumin&)/conditii de murdérie (0,03 % albumina +
0,3 % eritrocite)

Inactivarea: TLH-NT

o) 1 Timp de expunere in secunde
C%’;;'a - | Dilutie 15 30
cfu log RF cfu log RF
100 % 0,5 0 u 26,99 0 u 27,04
conditii de 10 0 0
murdarie 10-2 0 0
C1 10 R R
10-° 98 6,99 110 7,04
100 % 0,5 0 u 26,95 0 u 27,01
conditii de 10 0 0
curatenie 1072 0 0
C1 10 R R
10-° 90 6,95 104 7,01
10+ R
€2 10% 22 5,34
10+ R
c3 10° 20 5,30
Legenda: cfu= unitati formatoare de colonii u= sub limita de detectie
RF = factor de reductie R= cultura bacteriana (> 300 cfu)
[Sigla DAR *Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost emis de Dr. Brill +
Deutcher Partner GmbH, Papenreye 61, DE - 22453 Hamburg, nr. de telefon 040/557631-0, telefax 040/557631-11,
Akkreditierungs www.brillhygiene.com. Acest raport al testului nu poate sa fie copiat sau transmis, integral sau partial, fara
Rat acordul anterior explicit, Tn scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii

DAC-PL-0455- privind gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner GmbH 2007
06-00]
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Raportul testului nr. L07/016: Tabelul 1.3

Evaluarea activitatii bactericide si fungicide pe suprafete neporoase, cu actiune mecanica (Metodele
standard DGHM din 1 septembrie 2001; 14.1.5 a*)

Preparatul testat (lotul): Meliseptol rapid (6485M12)

Organismul testat: Pseudomonas aeruginosa (log cfu/ml: 9,50)
Incarcatura organica: conditii de curatenie (0,03 % albumina)
conditii de murdarie (0,3 % albumina + 0,3 % eritrocite)
Inactivarea: TLH-NT
o) 1 Timp de expunere in secunde
C%’;;'a - | Dilutie 15 30
cfu log RF cfu log RF
100 % 0,5 0 u 26,88 0 u = 6,46
conditii de 10 0 0
murdarie 10-2 0 0
C1 10 R 204
10-° 76 6,88 29 6,46
100 % 0,5 0 u 26,49 0 u 26,40
conditii de 10 0 0
curatenie 1072 0 0
C1 10 276 196
10-° 31 6,49 25 6,40
10+ 94 4,97
€2 10-° 12
10+ 86 4,93
c3 10° 10
Legenda: cfu= unitati formatoare de colonii u= sub limita de detectie
RF = factor de reductie R= cultura bacteriana (> 300 cfu)
[Sigla DAR *Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost emis de Dr. Brill +
Deutcher Partner GmbH, Papenreye 61, DE - 22453 Hamburg, nr. de telefon 040/557631-0, telefax 040/557631-11,
Akkreditierungs www.brillhygiene.com. Acest raport al testului nu poate sa fie copiat sau transmis, integral sau partial, fara
Rat acordul anterior explicit, Tn scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii

DAC-PL-0455- privind gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner GmbH 2007
06-00]
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Raportul testului nr. LO7/016: Tabelul 1.4

Evaluarea activitatii bactericide si fungicide pe suprafete neporoase, cu actiune mecanica (Metodele

standard DGHM din 1 septembrie 2001; 14.1.5 a*)

Preparatul testat (lotul): Meliseptol rapid (6485M12)
Organismul testat:
Incarcatura organica:

Candida albicans (log cfu/ml: 8,18)
conditii de curatenie (0,03 % albumina)
conditii de murdarie (0,3 % albumina + 0,3 % eritrocite)

Inactivarea: TLH-NT
Timp de expunere in secunde
-
Cone. JoMe- | Dilutie 15 30
9 cfu log RF cfu log RF
100 % 0,5 4 0,90 4,05 1 0,30 5,00
conditii de 10 0 0
murdarie 10-2 0 0
C 1 10+ 20 5,30 9 4,95
10% 2 2 5,30
100 % 0,5 0 u 25,08 0 u = 5,00
conditii de 10 0 0
curatenie 1072 0 0
C 1 10+ 12 5,08 10 5,00
10% 1 2
104 4
Co 0_5 36 ,56
10 13
10+ 120 5,08
C3 ~
10 9
Legenda: cfu= unitati formatoare de colonii us= sub limita de detectie
RF = factor de reductie R= cultura bacteriana (> 300 cfu)
[Sigla DAR *Procedura de testare acreditata conform DIN EN ISO/IEC 17025. Raportul testului a fost emis de Dr. Brill +
Deutcher Partner GmbH, Papenreye 61, DE - 22453 Hamburg, nr. de telefon 040/557631-0, telefax 040/557631-11,
Akkreditierungs www.brillhygiene.com. Acest raport al testului nu poate sa fie copiat sau transmis, integral sau partial, fara
Rat acordul anterior explicit, Tn scris. Rezultatele testului se aplica exclusiv in cazul probelor testate. Informatii
DAC-PL-0455- privind gradul de incertitudine al masuratorilor sunt disponibile la cerere. © Dr. Brill + Partner GmbH 2007

06-00]
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Hamburg, 8 June 2007

Efficacy of the Surface Disinfectant Meliseptol rapid in Very Short Exposure Times

The surface disinfectant Meliseptol rapid was tested according to “DGHM standard methods for testing chemical

disinfection procedures” (as of 1 September 2001) and evaluated according to “List of requirements for inclusion

of chemical disinfection procedures in the DGHM list of disinfectants” (as of 4 February 2002).

According to test report no. L 07/016 from Dr. Brill + Partner GmbH, the test preparation showed bactericidal and

fungicidal activity in the surface test with OR tiles under dirty and clean conditions.

The effective concentration-time relationship is:

100 %

/f el
L

Dr. Holger Brill

15 seconds.
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Test Report No. L 07/016

Suitability of Meliseptol rapid for Surface Disinfection with Very Short Exposure Times
(DGHM 2001 Method 14*)

In accordance with your order, we tested the preparation Meliseptol rapid, referred to in the following as the test

preparation, for its activity in surface disinfection under dirty conditions.

1. General Information and Material

a) Client
e (lient: B. Braun Medical AG, CH-Sempach; Mr A. Arndt
e Date of order: 30/03/07

b) Identification of Test Laboratory

Dr. Brill + Partner GmbH - Labor fiir Hygiene und Mikrobiologie, Papenreye 61, 22453 Hamburg; Dr. Holger

Brill, Henrik Gabriel, Carmela Janicke, Ulrike IRleib, Marion Korsch

¢) Identification of Sample

e Name of product: Meliseptol rapid

e Batchno.: 6485M12

e  Manufacturer: B. Braun Medical AG, CH-Sempach
e Date of delivery: 04/03/07

e  Storage conditions: room temperature and darkness

e  Appearance of concentrate: clear colourless solution

e Odour: alcoholic, fresh

*Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner

Dautschr
I Ak arUngs GmbH, Papenreye 61, DE - 22453 Hamburg, Telephone 040/557631-0, Telefax 040/557631-11,
. www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the
g explicit prior written permission. The test results exclusively apply to the tested samples. Information on

DAC-PL-0455-06-00

measurement uncertainty on request. © Dr. Brill + Partner GmbH 2007
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e  Diluent used: water of standardised hardness (WSH)

e  pHvalue, 100 %: 7.10

e pHvalue, 80 % (measured in WSH): 8.83

e Active agents in 100 g test preparation: 50.0g propan-1-ol

0.075 g didecyl dimethyl ammonium chloride

d) Test Conditions

e  Test period: 03/04/07 — 01/06/07

e  Product test concentration: 100 volume-%

e  Test temperature: 20°Cx2°C

e  Exposure times: 15 and 30 seconds

e Incubation temperatures: 30 £ 1 °Corrather 36°C+ 1°C
e  Test surface: OR tiles

e  Organic load: dirty conditions

(0.3 % bovine albumin + 0.3 % sheep erythrocytes)

clean conditions (0.03 % bovine albumin)

o  Neutraliser: 30 g/L polysorbate 80, 3 g/L lecithin, 1 g/L histidine,
5 g/L sodium thiosulphate (TLH-Nt)

o  Test organisms: Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442
Candlida albicans ATCC 10231

*Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner

Dautschr
I Ak arUngs GmbH, Papenreye 61, DE - 22453 Hamburg, Telephone 040/557631-0, Telefax 040/557631-11,
. www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the
g explicit prior written permission. The test results exclusively apply to the tested samples. Information on

DAC-PL-0455-06-00

measurement uncertainty on request. © Dr. Brill + Partner GmbH 2007
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2. Methods

The tests were carried out according to “DGHM standard methods for testing chemical disinfection procedures” (as
of 1 September 2001) as well as the “List of requirements for inclusion of chemical disinfection procedures in the

DGHM list of disinfectants” (as of 4 February 2002).

We performed tests according to method 14.1.5 a with the exposure times of 15 and 30 seconds only.

3. Results

3.1 Evaluation of Bactericidal and Fungicidal Activity on Non-Porous Surfaces with

Mechanical Action (DGHM Standard Methods as of 1 September 2001; 14.1.5 a*)

The test results are summarised in table 1.

The sufficiently effective concentration-time relationship (> RF 5 or rather > RF 4) for the test organisms under

clean and dirty conditions were:

100 % 15 seconds.
Hamburg, 8 June 2007
Dr. Holger Brill
Deutseher *Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner
I Ak arUngs GmbH, Papenreye 61, DE - 22453 Hamburg, Telephone 040/557631-0, Telefax 040/557631-11,
. www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the
.p explicit prior written permission. The test results exclusively apply to the tested samples. Information on
i measurement uncertainty on request. © Dr. Brill + Partner GmbH 2007
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Test Report No. L07/016 : Table 1.1

Evaluation of Bactericidal and Fungicidal Activity on Non-Porous Surfaces with Mechanical Action (DGHM-

Test preparation (Batch):
Test organism:

Standard Methods as of 1 September 2001; 14.1.5 a*)

Meliseptol rapid (6485M12)

Staphylococcus aureus (log cfu/mL : 9.36)

Organic load: clean conditions (0.03 % albumin)
dirty conditions (0.3 % albumin + 0.3 % erythrocytes)
Inactivation: TLH-NT
Conc. % / Di- Exposure time in seconds
organic load lution 15 30
cfu log RF cfu log RF
100 % 0.5 0 u >17.47 0 u >7.36
dirty conditions 10" 0 0
10° 0
C1 10" R R
10° 294 7.47 230 7.36
100 % 0.5 0 u >7.45 0 u >7.43
clean conditions 10" 0 0
10* 0 0
C1 10" R R
10° 284 7.45 268 7.43
C2 10° R
10° 29 5.46
C3 10" R
10° 53 5.72
Key: cfu= colony forming units u= below detection limit
RF= reduction factor R= bacterial lawn (> 300 cfu)
Deutscher *Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner
l lTedierngs GmbH, Papenreye 61, DE - 22453 Hamburg, Telephone 040/557631-0, Telefax 040/557631-11,

DAC-PL-0455-06-00

www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the
explicit prior written permission. The test results exclusively apply to the tested samples. Information on
measurement uncertainty on request. © Dr. Brill + Partner GmbH 2007
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Test Report No. L07/016 : Table 1.2

Evaluation of Bactericidal and Fungicidal Activity on Non-Porous Surfaces with Mechanical Action (DGHM-
Standard Methods as of 1 September 2001; 14.1.5 a*)

Test organism: Enterococcus hirae (log cfu/mL : 9.30)
Organic load: clean conditions (0.03 % albumin) / dirty conditions (0.3 % albumin + 0.3 % erythrocytes)
Inactivation: TLH-NT
Conc. % / Di- Exposure time in seconds
organic load lution 15 30
cfu log RF cfu log RF
100 % 0.5 0 u >6.99 0 u >7.04
dirty conditions 10" 0 0
10° 0 0
C1 10* R R
10° 98 6.99 110 7.04
100 % 0.5 0 u >6.95 0 u >7.01
clean conditions 10" 0 0
10° 0 0
C1 10° R R
10° 90 6.95 104 7.01
C2 10° R
10° 22 5.34
C3 10° R
10° 20 5.30
Key: cfu= colony forming units u= below detection limit
RF=  reduction factor R= bacterial lawn (> 300 cfu)

*Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner

Dautschor
l lTedierngs GmbH, Papenreye 61, DE - 22453 Hamburg, Telephone 040/557631-0, Telefax 040/557631-11,
. www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the
g explicit prior written permission. The test results exclusively apply to the tested samples. Information on

DAC-PL-0455-06-00

measurement uncertainty on request. © Dr. Brill + Partner GmbH 2007




DR. BRILL + PARTNER GMBH

Tables: Meliseptol rapid (DGHM Method 14.1.5 a*) Page 3 of 4

Test Report No. L07/016 : Table 1.3

Evaluation of Bactericidal and Fungicidal Activity on Non-Porous Surfaces with Mechanical Action (DGHM-

Standard Methods as of 1 September 2001; 14.1.5 a*)

Test preparation (Batch): Meliseptol rapid (6485M12)

Test organism: Pseudomonas aeruginosa (log cfu/mL : 9.50)
Organic load: clean conditions (0.03 % albumin)
dirty conditions (0.3 % albumin + 0.3 % erythrocytes)
Inactivation: TLH-NT
Conc. % / Di- Exposure time in seconds
organic load lution 15 30
cfu log RF cfu log RF
100 % 0.5 0 u >6.88 0 u >6.46
dirty conditions 10" 0 0
10° 0 0
C1 10" R 204
10° 76 6.88 29 6.46
100 % 0.5 0 u >6.49 0 u >6.40
clean conditions 10" 0 0
10° 0 0
C1 10" 276 196
10° 31 6.49 25 6.40
C2 10" 94 4.97
10° 12
C3 10° 86 4.93
10° 10
Key: cfu= colony forming units u= below detection limit
RF= reduction factor R= bacterial lawn (> 300 cfu)
Deutscher *Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner
l lTedierngs GmbH, Papenreye 61, DE - 22453 Hamburg, Telephone 040/557631-0, Telefax 040/557631-11,

DAC-PL-0455-06-00

www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the
explicit prior written permission. The test results exclusively apply to the tested samples. Information on
measurement uncertainty on request. © Dr. Brill + Partner GmbH 2007



DR. BRILL + PARTNER GMBH

Tables: Meliseptol rapid (DGHM Method 14.1.5 a*) Page 4 of 4

Test Report No. L07/016 : Table 1.4

Evaluation of Bactericidal and Fungicidal Activity on Non-Porous Surfaces with Mechanical Action (DGHM-

Standard Methods as of 1 September 2001; 14.1.5 a*)

Test preparation (Batch): Meliseptol rapid (6485M12)

Test organism: Candlida albicans (log cfu/mL : 8.18)
Organic load: clean conditions (0.03 % albumin)
dirty conditions (0.3 % albumin + 0.3 % erythrocytes)
Inactivation: TLH-NT
Conc. % / Di- Exposure time in seconds
organic load lution 15 30
cfu log RF cfu log RF
100 % 0.5 4 0.90 4.05 1 0.30 5.00
dirty conditions 10" 0 0
10° 0 0
C1 10° 20 5.30 9 4.95
10° 2 2 5.30
100 % 0.5 0 u >5.08 0 u >5.00
clean conditions 10" 0 0
10° 0
C1 10* 12 5.08 10 5.00
10° 1 2
C2 10" 36 4.56
10° 13
C3 10° 120 5.08
10° 9
Key: cfu= colony forming units u= below detection limit
RF=  reduction factor R= bacterial lawn (> 300 cfu)
Deutscher *Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner
l lTedierngs GmbH, Papenreye 61, DE - 22453 Hamburg, Telephone 040/557631-0, Telefax 040/557631-11,

DAC-PL-0455-06-00

www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the
explicit prior written permission. The test results exclusively apply to the tested samples. Information on
measurement uncertainty on request. © Dr. Brill + Partner GmbH 2007
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C/0 DR. BRILL + PARTNFR GMGH

LABOR FOR HYGIENE UND MIKROBIOLOGIE
PAPENREYE 61, 22453 HAMBURG
TELEFON 0049-40/557631-0

TELEFAX 0049-40/557631-11

EMATL INFO@BRILLEYGIENE.COM

Dr. H. BRYY - ¢/0D%, BREL + PARTNER GMBH - PAPENREVE 61 . 224 G THTERNET WWW . ERILLHYGIENE.COM

B. Braun Medical AG
CoE Infection Control
Seesatz

CH - 6204 Sempach

Hamburg, 8. Juni 2007

Ergénzungsgutachten
Wirksamkeit des Fléchendesinfektionsmittels Meliseptol rapid in sehr kurzen Einwirkzeiten

Das Flachendesinfektionsmittel Melisepto/ rapid wurde nach den ,Standardmethoden der DGHM zur Priifung
chemischer Desinfektionsverfahren”, Stand: 1. September 2001 untersucht und nach dem ,Anforderungskatalog
fiir die Aufnahme von chemischen Desinfektionsverfahren in die Desinfektionsmittel-Liste der DGHM", Stand 4.

Februar 2002 bewertet.

Nach dem Priifbericht Nr. L 07/016 der Dr. Brill + Partner GmbH erwies sich das Testpraparat im Flachenversuch
mit OP-Fliesen unter hoher und geringer organischer Befastung als bakterizid und fungizid.

Die wirksame Konzentrations-Zeit-relation lautet;

100 % 15 Sekunden.

Dr. Holger Brill




DR. BRILL + PARTNER GMBH

Pritfbericht Ne. 107/016: Meliseptol rapid (DGHM-Flichendesinfektion Erganzung) Seite 1 von 3

Priifbericht Nr. L 07/016

{DGHM 2001 Methode 14*)

Entsprechend ihres Auftrages Uberpriften wir das Préparat Meliseptol rapid im Folgenden als Testpraparat be-

zeichnet, hinsichtlich seiner Wirksamkeit bei der Instrumentendesinfektion unter hoher organischer Belastung.

1. Allgemeine Informationen und Material

a} Auftraggeber
e  Auftraggeber: B. Braun Medical AG, Sempach CH; Herr A. Arndt
e  Auftragsdatum; 30.03.2007

b) Identifizierung des Priiflaboratoriums:

&  Dr. Brill + Partner GmbH - Labor fiir Hygiene und Mikrobiologie, Papenreye 61, 22453 Hamburg; Dr. Holger

Brill, Henrik Gabriel, Carmela Janicke, Ulrike IRleib, Marion Korsch

¢} identifizierung der Probe:

e  Name des Produktes: Melisaptol rapid

o Chargenbezeichnung: 6485M12

o  Hersteller: B. Braun Medical AG, Sempach CH
e Lieferdatum: 04.03.2007

e  lLagerbedingungen: Raumtemperatur und Dunkeiheit
»  Aussehen im Konzentrat:; kiare farblose Losung

s Geruch: alkoholisch, frisch

Deutacher *Priifverfahren akkreditiert nach DIN EN ISO/IEC 17025, Priifbericht ausgestellt durch die Dr. Brill + Part-
51 Alkkredilanunga ner GmbH, Papenreye 63, D - 22453 Hamburg, Telefon 040/557631-0, Telefax 040/557631-11,

e[ =32 www.brilihygiene.com. Auch auszugsweise Vervielfaltigung und Weitergabe dieses Priifberichts nur nach
schriftlicher Genehmigung. Die Prifergebnisse beziehen sich ausschlieRlich auf die gepriiften Gegens-

DAG-PL045 0 ténde, laformationen zur Messungenauigkeit auf Anfrage. © Dr. Brilf + Partner GmbH 2007
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LABOR FUOR HYGIENE UND MiKROBIOLOGIE
Priifbericht Nr. L07/016: Meliseptol rapid (DGHM-Fichendesinfektion Erginzung) Seite 2 von 3

e  Verwendetes Verdlinnungsmittel: Wasser standardisierter Harte (WSH)

e pH-Wert, 100 %: 7,10
e pH-Wert, 80 % (in WSH gemessen}: 8,83
e Wirksubstanzen in 100 g Testpraparat: 50,09 Propan-1-of

0,075 g Didecyldimethylammoniumchlorid

d) Priifbedingungen;

Zeitraum der Prifung:

Produktpriifkonzentration:

Proftemperatur:
Einwirkzeiten:
Bebriitungstemperaturen:
Testflache:

Organische Belastung:

Neutralisationsmittel:

Testkeime:

03.04. bis 01.06.2007

100 Volumen-%

20°C+ 2°C

15 und 30 Sekunden

30+ 1 °Chzw. 36°C = 1°C

OP-Fliesen

hoch (0,3 % Rinderalbumin + 0,3 % Schaferythrozyten)
gering (0,03 % Rinderathumin)

30 g/ Polysorbat 80, 3 g/l Lecithin, 1 g/L Histidin,

5 g/L Natriumthiosulfat (TLH-Nt)

Staphylococcus aureus ATCC 6538

Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442
Candida albicans ATCC 10231

DAC-PL-0455-06-00

*Priifverfahren akkreditiert nach DIN EN SO/#EC 17025. Priifbericht ausgestellt durch die Dr. Brill + Part-
ner GmbH, Papenreye 631, D - 22453 Hamburg, Telefon 040/557631-0, Telefax 040/557631-11,
www.brillhygiene.com. Auch auszugsweise Vervielfaitigung und Weitergabe dieses Priifberichts nur nach
schriftlicher Genehmigung. Die Prifergebnisse beziehen sich ausschlieBlich auf die gepriften Gegens-
tande. Informationen zur Messungenauigkeit auf Anfrage. © Dr, Brill + Partner GmbH 2007



DR. BRILL + PARTNER GMBH

Prifbericht Nr. L07/016: Melisepto/ rapid (DGHM-Flichendesinfektion Ergénzung) Seite 3 von 3

2. Methoden
Grundlage der Untersuchungen waren die ,Standardmethoden der DGHM zur Priifung chemischer Desinfektions-
verfahren” (Stand: 1. September 2001) sowie der ,Anforderungskatalog fitr die Aufnahme von chemischen Desin-

fektionsverfahren in die Desinfektionsmitte-Liste der DGHM” (Stand: 4. Februar 2002).

Es wurden nur Priifungen nach der Methode 14.1.5 a mit Einwirkzeiten von 15 und 30 Sekunden durchgefiihrt.

3. Ergebnisse

3.1 Uberpn‘jfung der bakteriziden und fungiziden Wirkung auf nicht porgsen Flachen mit
Mechanik (DGHM-Standardmethoden vom 01. September 2001; 14.1.5 a*)
Die Testergebnisse sind in den Tabellen 1 zusammengefasst.

Die ausreichend wirksamen Konzentrations-Zeit-Relation (= RF 5 bzw. 2 RF 4) fiyr die Testorganismen war bei

geringer und hoher organischer Belastung fir:
100 % 15 Sekunden.
Hamburg, 8. Juni 2007

Dr. Holger Brill

*Priifverfahren akkreditiert nach DIN EN ISOAEC 17025. Prixfbericht ausgestellt durch die Dr. Brill + Part-
ner GmbH, Papenreye 61, D - 22453 Hamburg, Telefon 040/557631-0, Telefax 040/557631-17,
www.brilthygiene.com. Auch auszugsweise Vervielfltigung und Weitergabe dieses Priifberichts nur nach
schriftlicher Genehmigung. Die Priifergebnisse beziehen sich ausschlieBiich auf die gepriften Gegens-
tande. Informationen zur Messungenauigkeit auf Anfrage. © Dr. Brill + Partner Gmb¥ 2007

DAC-PL-3455-06-00




DR. BRILL + PARTNER GMBH

Tabellen: Meliseptol rapid {DGHM Methade 14.1.5 a%) Seite 1 von 4

Priifbericht Nr. L07/016 : Tabelle 1.1
l"}berpri]fugg der bakteriziden und fungiziden Wirkung auf nicht porésen Flachen mit

Mechanik (D -Standardmethoden vom 01. September 2001: 14.1.5 a*

Testpraparat (Charge):  Meliseptol rapid {6485M12) _

Testkeim: Staphylococcus aureus {log KBE/mL : 9,36)

Organische Belastung:  gering (0,03 % Albumin) / hoch (0,3 % Albumin + 0,3 % Erythrozyten)
Inaktivierung: TLH-NT

Konz. % / Ver- Einwirkzeit in Sekunden
organische Belastung | diin- 15 30
nung | KBE log RF KBE log RF
100 % 0,5 0 u =147 0 u =136

hoch 10" 0 0
107 0 0
K1 10° R R

10° | 294 7,47 230 7,36

100 % 0,5 0 u 21745 0 u 21743

gering 10" 0 0
10° 0 0
K1 10* R R

10° 284 7,45 268 7,43
K2 10° R

10° 29 5,46
K3 10" R

107 53 5,72

Legende: KBE= koloniebildende Einheiten u=  unter der Nachweisgrenze
RF = Reduktionsfaktor R= Rasenwachstum (> 300 KBE)
Doutscher *Priifverfahren akkreditiert nach DIN EN ISOAEC 17025, Priifbericht ausgestelft durch die Dr. Brill + Part-

Ankreditierungs ner GmbH, Papenreye 61, D - 22453 Hamburg, Telefon 040/557631-0, Telefax 040/557631-11,
=R www.brillhygiene.com. Auch auszugsweise Vervielfsitigung und Weitergabe dieses Priifberichts aur nach
schyiftlicher Genehmigung. Die Priifergebnisse beziehen sich ausschlieBlich auf die gepriiften Gegens-

DAC-PL-0455-06-00 tdnde. [nformationen zur Messungenauigkeit auf Anfrage. © Dy, Brill + Partner GmbH 2007
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Tabellen: Meliseptol rapid (DGHM Methode 14.1.5 a¥) Seite 2 von 4

Priitbericht Nr. L07/016 : Tabelle 1.2

{berpriifung der bakteriziden und fungiziden Wirkung auf nicht porfisen Flachen mit
Mechanik (DGHM-Standardmethoeden vom 01. September 2001: 14.1.5 a*)

Testkeim: Enterococcus hirae (log KBE/mL. : 9,30)
Organische Belastung:  gering (0,03 % Albumin} / hoch (0,3 % Albumin + 0,3 % Erythrozyten)
Inaktivierung: TLH-NT

Konz. % / Ver- Einwirkzeit in Sekunden
organische Belastung | diin- 15 30
nung | KBE tog RF KBE log RF
100 % 0,5 0 u >6,99 0 u 217,04
hoch 10" 0 0
10° 0 0
K1 10* R R
10° 98 6,99 110 7,04
100 % 0,5 0 u 26,95 0 u 27,01
gering 10" 0 0
10° 0 0
K1 10* R R
10° 90 6,95 104 7,01
K2 10° R
10° 22 534
K3 10" R
10° 20 5,30
Legende: KBE= koloniebildende Einheiten u= unter der Nachweisgrenze
RF= Reduktionsfaktor R= Rasenwachstum (> 300 KBE)

*Priifverfahren akkreditiert nach DIN EN ISO/IEC 17025. Priifbericht ausgestelit durch die Dr. Brill + Part-
ner GmbH, Papenreye 61, D - 22453 Hamburg, Telefon 040/557631-0, Telefax 040/557631-11,
www.brillhygiene.com. Auch auszugsweise Vervielfaltigung und Weitergabe dieses Priifberichts nur nach
schriftlicher Genehmigung. Die Prifergebnisse beziehen sich ausschlieRlich auf die gepriiften Gegens-
ténde. Informationen zur Messungenauigkeit auf Anfrage. © Dr. Brill + Partner GmbH 2007

DAC-PL-0455-06-00




DR. BRILL + PARTNER GMBH

Tabellen: Meliseptol rapid (DGHM Methode 14.1.5 a*) Seite 3 von 4

Priifbericht Nr. LO7/016 : Tabelle 1.3

Mechanik {DGHM-Standardmethoden vom 01. September 2001: 14.1.5 a*

Testpraparat (Charge):  Meliseptol rapid (6485M12)

Testkeim: Pseudomonas aeruginosa (log KBE/mL : 9,50}

Organische Belastung:  gering (0,03 % Albumin) / hoch (0,3 % Albumin + 0,3 % Erythrozyten)
Inaktivierung: TLH-NT

Konz. % / Ver- Einwirkzeit in Sekunden
organische Belastung | diin- 15 30
nung { KBE log RF KBE log RF
100 % 0,5 0 U > 6,88 0 u > 6,46
hach 10" 0 0
10* 0 0
K1 10* R 204
10° 76 6,88 29 6,46
100 % 0,5 0 I = 6,49 0 u > 6,40
geting 10° 0 0
10° 0 0
K1 10° 276 196
10° 31 6,49 25 6,40
K2 10° 94 4,97
10° 12
K3 10° 86 4,93
10° 10
Legende: KBE= koloniebildende Einheiten u= unter der Nachweisgrenze
RF=  Reduktionsfaktor R=  Rasenwachstum (> 300 KBE)

*Prdfverfahren akkreditiert nach DIN EN ISOAEC 17025, Prifthericht ausgestellt durch die Dr. Brill + Part-
net GmbH, Papenreye 61, D - 22453 Hamburg, Telefon 040/557631-C, Telefax 040/557631-11,
wwaw.brillhygiene.com. Auch auszugsweise Vervielfattigung und Weitargabe dieses Prifberichts nur nach
schyiftlicher Genehmigung. Die Prifergebnisse beziehen sich ausschlieBlich auf die gepriften Gegens-
tande. Informationen zur Messungenauigkeit auf Anfrage. © Or., Brill + Partner GmbH 2007
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Tabellen: Meliseptol rapid (DGHM Methode 14.1.5 a%) Seite 4 von 4

Priitbericht Nr. L07/016 : Tabelle 1.4

Uberpriifung der bakteriziden und fungiziden Wirkung auf nicht pordsen Fléchen mit
Mechanik (BGHM-Standardmethoden vom 01. September 2001: 14.1.5 a*)

Testpraparat {Charge):  Meliseptol rapid {6485M12)

Testkeim: Candida albicans {log KBE/mL. : 8,18)

Organische Belastung:  gering (0,03 % Albumin) / hoch (0,3 % Albumin + 0,3 % Erythrozyten)
Inaktivierung: TLH-NT

Konz. %/ Ver- Einwirkzeit in Sekunden
organische Belastung | diin- 15 30
nung KBE Iog RF KBE log RF
100 % 0,5 4 0,90 4,05 1 0,30 5,00
hoch 10" 0 0
10° 0 0
Kt 10" 20 5,30 9 4,95
10° 2 2 5,30
100 % 0,5 0 u >5,08 0 u 25,00
gering 10° 0 0
10° 0 0
K1 10" 12 5,08 10 5,00
10° 1 2
K2 10" 36 4,56
10° 13
K3 10" 120 5,08
10° 9
Legende: KBE= koloniebildende Einheiten u= unter der Nachweisgrenze
RF=  Reduktionsfaktor R=  Rasenwachstum (> 300 KBE)

*Priifverfahren akkreditiert nach DIN EN ISO/IEC 17025, Priffbericht ausgestelit durch die Dr. Brill + Part-
ner GmbH, Papenreye 61, D - 22453 Hamburg, Telefon 040/557631-0, Telefax 040/557631-1%,
www.brilthygiene.com. Auch auszugsweise Vervielfiltigung und Weitergabe dieses Priifberichts nur nach
schriftiicher Genehmigung. Die Priffergebnisse beziehen sich ausschlieRlich auf die gepriiften Gegens-
tinde. Infermatienen zur Messungenauigkeit auf Anfrage. © Dr, Brill + Partner GmbH 2007

DAC-PL-0455.06-00




PROF. DR. MED. H.-P. WERNER

FACHARZT FUR HYGIENE Barbarahof
Bundesstralle 11
A-5503 Mitterberghttten
Tel +43.664 2809631
Fax: +43 664 2872536

Prof. Dr. H.-P. Werner, Bundesstr. 11, A-5503 Bischofshofen-Mitterberghutten

B. Braun Medical AG
Postfach 58

CH-6203 Sempach-Station
Schweiz

07.07.2000
Prof. We/gr

MELISEPTOL RAPID
EVALUARE

Dupa testarea dezinfectantului MELISEPTOL RAPID in legatura cu dezinfectarea suprafetei, in
conformitate cu , Testarea si evaluarea metodelor de dezinfectare chimica” (DGHM; situatia: 12.07.1991)
si ,Metoda si evaluarea dezinfectiei suprafetei cu C. albicans” (OGHMP; situatia: 1998) de catre HygCen,
Bischofshofen, raportul testului din 3.08.2004, fac prin prezentul document urmatoarea evaluare:

I. Rezultatele testelor in-vitro in conformitate cu regulile testarii unei evaluari a metodelor de
dezinfectare chimica.

in testul calitativ al suspensiei (fird incarcatura organica), nu au existat germeni testati cultivabili dupa
un timp de actionare de 1 minut la o concentratie de 25 %.

Testele calitative ale suspensiei cu S. aureus si P. aeruginosa au indicat o eficacitate bactericida
distincta fatd de ambii germeni testati. Fara o incarcaturd organica si cu adaugarea a 0,2 % albumina,
concentratia de 25 % a indicat o reducere a germenilor cu valori de peste 5 Ig. intr-un minut. Rezultatele
testelor pe suporturi pentru germeni au indicat ca un preparat cu 25 % a inactivat germenii testati pe
batist (inclusiv C. albicans) intr-o perioada de 15 minute.

Pagina 1 din 2



Il. Rezultatele obtinute in teste care simuleaza conditiile din practica

In teste cantitative ale suprafetei, concentratul a indicat o eficacitate adecvata intr-un minut fata de
germenii testati S. aureus, E. coli, P. aeruginosa si C. albicans pe podele acoperite cu PVC si gresie.

lll. Recomandari de util!_zare pentru dezinfectia suprafetei in spitale si in practica, potrivit
recomandarilor DGHM si OGHMP

MELISEPTOL RAPID
concentrat...... timp de expunere de 1 minut

[Semnatura indescifrabild)
Prof. Dr. med. H.-P. Werner

Pagina 2 din 2



[Sigla HygCen Bischofshofen
Centrum fiir Hygiene und medizinische Produktsicherheit GmbH]

HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

B. Braun Medical AG
Postfach 58
CH-6203 Sempach-Station
Bischofshofen, 07.05.2000
Raportul testului B 619ce
MELISEPTOL RAPID

Dezinfectarea suprafetei

Identificarea laboratorului: B 619
Comandat de: B. Braun Medical AG
Data comenzii: 13.01.2000
Produsul testat: MELISEPTOL RAPID
Formula: 1/2/01/23; 24.11.99; formula (3)
Sosirea produsului testat: 17.01.2000
Inceputul testarii: 17.01.2000
Sfarsitul testarii: 2000-02-28
Substantele active Tn 100 g 50 g 1-Propanol
0,075 g clorura de didecil-dimetil-amoniu
Mirosul: aromat
Aspectul: lichid limpede, incolor
Valorile pH (electrod de sticla): concentrat: 7,00

50 %ig in WSH: 6,57

Raportul testului B 619ce

Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung: Landesgericht

fuhrer: medizinische Produktsieherheit GmbH 8559 Creditanstalt BLZ: Salzburg

Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950 FNI80657 y

Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU
e-mail: 35628/00 46628403
hygcen@sorger.at
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HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

Metoda:

[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

,Instructiuni pentru testare si cerinte privind metodele de dezinfectare chimica” (situatie: 01.01.1981),
,Testare si cerinte privind metodele de dezinfectare chimica” (situatie: 12.07.1991) de la Societatea

germana pentru igiena si microbiologie.

"Metodele si cerintele pentru dezinfectarea suprafetei cu Candida albicans” (situatie: 03.1998) de la
Sociatatea pentru igiend, microbiologie si medicina preventiva.

Germenii testati:

Staphylococcus aureus ATCC
Escherichia coli ATCC
Proteus mirabilis ATCC
Pseudomonas aeruginosa ATCC
Candida albicans ATCC

Raportul testului B 619ce

Geschafts- HygCen * Centrum fir Hygiene und
fuhrer: medizinische Produktsieherheit GmbH
Dipl.-Ing. Werksgelande 24

Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten

6538

11229
14153
15442
10231

Telefon: +43 (664) 503
85 59

Telefax: +43 (6462) 53
19

e-mail:
hygcen@sorger.at

Bankverbindung:

Creditanstalt BLZ:

11950
Kto-Nr.: 0495-
35628/00

Landesgericht
Salzburg
FNI80657 y
UID-Nr.: ATU
46628403
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[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

Stabilirea eficacitatii bacteriostatice si fungistatice, precum si a agentului adecvat de neutralizare

(conform ,instructiunilor” 1/2.1)
Inhibarea cresterii dupa o incubare de 72 de ore la 37 °C

Concentratia de MELISEPTOL RAPID
10 75 50 40 30 25 20 15 10 0,75 05 0,25

Fara neutralizator

S. aureus - - - - - - - - - R - n
E. coli - - - - - - - - + + + +
P. mirabilis - - - - + + + + + + + +
P. aeruginosa - - - - - - - + + + + +
C. albicans - - - - - - - - - +
3,0 % polisorbat 80 + 0 3% Iecm a+ 0,1 % cisteina

S. aureus - - - + + + + + + + + +
E. coli - - + + + + + + + + + +
P. mirabilis - - + + + + + + + + + +
P. aeruginosa - - - - + + + + + + + +
C. albicans - - - + + + + + +
3,0 % polisorbat 80 + 3 0% saponina + 0, 1% hlstldlna + 0,1 % cisteina

S. aureus - - - - - - - - - + ¥ ¥
E. coli - - - - - - + + + + + "
P. mirabilis - - - - + + + + + + + +
P. aeruginosa - - - - - - - + + + + +
C. albicans - - - - - - - - - + +
3,0 % polisorbat 80 + 0 3 % lecitina + 0,1 % histidina + 0,5 % tiosulfat de Na

S. aureus - - - + + + + + + + ¥ ¥
E. coli - - + + + + + + + + + +
P. mirabilis - - + + + + + + + + + +
P. aeruginosa - - - + + + + + + + + +
C. albicans - - - - - - + + + + + +
Legenda: + = cresterea organismelor testate - = nicio crestere a organismelor testate

Agentul de neutralizare pentru testele urmatoare:

3,0 % polisorbat 80 + 0,3 % lecitina + 0,1 % histidina + 0,5 % tiosulfat de Na

Raportul testului B 619ce

Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung: Landesgericht

fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ: Salzburg

Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950 FNI80657 y

Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU
e-mail: 35628/00 46628403
hygcen@sorger.at
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HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

[Sigla HygCen Bischofshofen

Stabilirea eficacitatii bactericide si fungicide in testul calitativ al suspensiei

(conform ,instructiunilor” 1/2.2)

Incubatia sub-culturilor la 37°C/72 ore

Teste fara incarcatura organica

Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

Germenele (Ig. cfu/ml) timpul de expunere (minute)
testat
Conc. (%) de MELISEPTOL RAPID 1 2 5 15
S. aureus (9,17) - - - -
75 - - - -
50 - - - -
25 - - - -
10 + + + +
E. coli (9,03)
75 - - - -
50 - - - -
25 - - - -
10 + + + +
P. mirabilis (9,28)
75 - - - -
50 - - - -
25 - - - -
10 + + + -
P. aeruginosa (9,57)
75 - - - -
50 - - - -
25 - - - -
10 + + + +
C. albicans (8,11)
75 - - - -
50 - - - -
25 - - - -
10 + + + -
Legenda: + = cresterea organismelor testate - = nicio crestere a organismelor testate
Controalele in WHS dupa 15 minute au fost pozitive.
Raportul testului B 619ce
Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung: Landesgericht
fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ: Salzburg
Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950 FNI80657 y
Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU
e-mail: 35628/00 46628403
hygcen@sorger.at

Pagina 4 din 16




30.09.2005

[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

Stabilirea eficacitatii bactericide in testul cantitativ al suspensiei
(conform ,instructiunilor” 1/2.3)

temperatura camerei: 22,9 °C

Cfu pentru suspensia testata: S. aureus ATCC 6538: 9,43 Ig./ml

P. aeruginosa ATCC 15442: 9,28 Ig./ml
Germenele testat Factorii de reducere (lg) dupa
Concentratia (%) timpul de expunere (minute)
de MELISEPTOL RAPID 1 2 5 15
fara albumina (1/2.3.1)
S. aureus
75 >5,22 >5,22 >5,18 >517
50 >5,22 >5,22 >5,18 >5,17
25 >5,22 >5,22 >5,18 >5,17
10 4,61 >5,22 >5,18 >5,17
control (Ig.) in WSH 6,22 6,22 6,18 6,17
P. aeruginosa
75 >5,16 >5,15 >5,14 >5,12
50 >5,16 >5,15 >5,14 >5,12
25 >5,16 >5,15 >5,14 >5,12
10 2,85 2,84 2,89 2,89
control (Ig.) in WSH 6,16 6,15 6,14 6,12
cu 0,2 % albumina (1/2.3.2)
S. aureus
75 >5,22 >5,22 >5,21 >5,17
50 >5,22 >5,22 >5,21 >5,17
25 >5,22 >5,22 >5,21 >517
10 4,41 >5,22 >5,21 >5,17
control (Ig.) in WSH 6,22 6,22 6,21 6,17
P. aeruginosa
75 >5,16 >5,15 >5,14 >5,13
50 >5,16 >5,15 >5,14 >5,13
25 >5,16 >5,15 >5,14 >5,13
10 1,37 1,42 1,43 1,52
control (Ig.) in WSH 6,16 6,15 6,14 6,13

Raportul testului B 619ce

Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung: Landesgericht

fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ: Salzburg

Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950 FNI80657 y

Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU
e-mail: 35628/00 46628403
hygcen@sorger.at
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HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

[Sigla HygCen Bischofshofen

Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

Stabilirea activitatii bactericide si fugicide prin metoda prin etalare prin placa

(1/2.4.1 si1/2.4.3)
temperatura camerei: 23 °C

Incubatia sub-culturilor la 37 °C tim de 3 zile
(C. albicans: 37 °C/7 zile)

Germenele
testat

Concentratia (%)
de MELISEPTOL RAPID

(Ig. cfu/ml)

timpul de expunere (minute)

S. aureus
100

50

25

10

(9,15)

+ + + 4+

E. coli
100
50

25

10

(9,08)

+

P. mirabilis
100

50

25

10

(9,28)

+ 4+ + !

P. aeruginosa
100

50

25

10

(9,43)

C. albicans
100

50

25

10

Legenda: + = Wachstum

Controalele in WHS dupa 120 minute au fost pozitive.

(9,00)

Raportul testului B 619ce

Geschafts-
fuhrer:
Dipl.-Ing.
Dr.Arno Sorger

HygCen * Centrum fir Hygiene und
medizinische Produktsieherheit GmbH
Werksgelande 24

A-5503 Bischofshofen-Mitterberghutten

- = fehlendes Wachstum

Telefon: +43 (664) 503

Telefax: +43 (6462) 53

hygcen@sorger.at

Bankverbindung: Landesgericht
Creditanstalt BLZ: Salzburg
11950 FNI80657 y
Kto-Nr.: 0495- UID-Nr.: ATU
35628/00 46628403
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HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

Testele in conditii practice dupa metoda spalarii

temperatura camerei: 23-27 °C

Incubatie la 37 °C/72 ore
controalele sunt valorile medii a 3 rezultate
germenele testat: S. aureus

Cfu pentru suspensia testata:

materialul suprafetei

[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

umiditatea relativa: 34-45 %

testul 1:9,75 Ig./ml
testul 2:9,62 Ig./ml

Conc. (%) cfu RF
de MELISEPTOL RAPID pe suportul pentru germeni
timpul de expunere: 1 minut
Podea acoperita cu PVC
100/1.V u >5,32
2.V u/ufu >5,22/> 5,22/> 5,22
7511.V 3,30 >5,32
2.V u/ulu >5,22/> 5,22/> 5,22
50/1.V 4,56 3,76
control | (WSH) *
1.V 8,32
2.V 8,22
Dale OP
100/1.V u >5,34
2.V u/u/u >5,17/>5,17/> 517
7511.V u >5,34
2.V u/u/u >5,17/> 5,17/> 517
50/1.V 4,54 3,80
control | (WSH) *
1.V 8,34
2.V 8,17
timp de expunere: 2 minute
Podea acoperita cu PVC
100/1. V u >5,28
2.V u/ulu >5,22/> 5,22/> 5,22
75/1.V u >5,28
2.V u/u/u >5,22/> 5,22/> 5,22
50/11.V 4,38 3,90
control | (WSH) *
1.V 8,28
2.V 8,22
Dale OP
100/1. V u >5,27
2.V u/ulu >5,12/> 5,12/> 5,12
7511.V u >5,27
2.V u/ufu >5,12/> 5,12/> 5,12
50/1.V 3,81 4,46
control | (WSH) *»
1.V 8,27
2.V 8,12
Legenda: u = sub limita de detectare de 3,0 Ig pe suportul pentru germeni
Raportul testului B 619ce
Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung: Landesgericht
fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ: Salzburg
Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 FNI80657 y
Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU
e-mail: 46628403
hygcen@sorger.at
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[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

germenele testat: S. aureus

Cfu pentru suspensia testata: testul 1: 9,75 Ig./ml
testul 2 9,62 Ig./ml

materialul suprafetei

Conc. (%) cfu RF
de MELISEPTOL RAPID pe suportul pentru
germeni
timp de expunere: 5
minute
Podea acoperita cu PVC
100/1.V u >5,15
2.V u/ufu >5,19/> 5,19/> 5,19
7511.V u >5,15
2.V u/ufu >5,19/> 5,19/> 5,19
50/1.V 4,08 4,07
control | (WSH) *
1.V 8,15
2.V 8,19
Dale OP
100/1. V u >5,22
2.V u/u/u >5,10/> 5,10/> 5,10
75/1.V u >5,22
2.V u/u/u >5,10/> 5,10/> 5,10
50/1.V 3,30 4,92
control | (WSH) *
1.V 8,22
2.V 8,10
cotrol Il
0,1 ml suspensie de germeni + 100 ml lichid de neutralizare
2.V 8,17
control 11l

0,1 ml suspensie de germeni + 100 ml lichid de neutralizare + 0,1 ml MELISEPTOL RAPID
100 %/2. V 8,24

Raportul testului B 619ce

Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung: Landesgericht

fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ: Salzburg

Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950 FNI80657 y

Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU
e-mail: 35628/00 46628403
hygcen@sorger.at
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[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

germenele testat: E. coli

Cfu pentru suspensia testata:

testul 1: 9,66 Ig./ml
testul 2: 9,54 Ig./ml

materialul suprafetei

Conc. (%) cfu RF
de MELISEPTOL RAPID pe suportul pentru
germeni
timp de expunere: 1
minut
Podea acoperita cu PVC
100/1.V u >5,43
2.V u/ufu >5,21/> 5,21/> 5,21
7511.V u >5,56
2.V 3,30/u/u 4,91/> 5,21/> 5,21
50/1.V 3,81 4,62
control | (WSH) *
1.V 8,43
2.V 8,21
Dale OP
100/1.V u >5,39
2.V u/u/u >5,14/> 5,14/> 5,14
75/11.V u >5,39
2.V u/ufu >5,14/> 5,14/> 5,14
50/1.V 4,02 4,37
control | (WSH) *
1.V 8,39
2.V 8,14
timp de expunere: 2 minute
Podea acoperita cu PVC
100/1.V u >5,32
2.V u/ufu >5,17/> 517/> 5,17
7511.V u >5,32
2.V u/ufu >5,17/> 517/> 5,17
50/1.V 3,30 5,02
control | (WSH) *
1.V 8,32
2.V 8,17
Dale OP
100/1.V u >5,37
2.V u/ufu >5,13/> 5,13/> 5,13
7511.V u >5,37
2.V u/ulu >5,13/> 5,13/> 5,13
50/1.V u >5,37
control | (WSH) *
1.V 8,37
2.V 8,13
Raportul testului B 619ce
Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung: Landesgericht
fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ: Salzburg
Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950 FNI80657 y
Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU
e-mail: 35628/00 46628403

hygcen@sorger.at
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HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

Raportul testului B 619ce

Geschafts-
fuhrer:
Dipl.-Ing.
Dr.Arno Sorger

HygCen * Centrum fir Hygiene und
medizinische Produktsieherheit GmbH
Werksgelande 24

A-5503 Bischofshofen-Mitterberghutten

Telefon: +43 (664) 503
85 59

Telefax: +43 (6462) 53
19

e-mail:
hygcen@sorger.at

[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

Bankverbindung:

Creditanstalt BLZ:

11950
Kto-Nr.: 0495-
35628/00

Landesgericht
Salzburg
FNI80657 y
UID-Nr.: ATU
46628403
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[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

germenele testat: E. coli
Cfu pentru suspensia testata: testul 1: 9,66 Ig./ml
testul 2: 9,54 Ig./ml

materialul suprafetei

Conc. (%) cfu RF
de MELISEPTOL RAPID pe suportul pentru
germeni
timp de expunere: 5
minute
Podea acoperita cu PVC
100/1.V u >5,24
2.V u/ulu >5,15/> 5,15/> 5,15
7511.V u >5,24
2.V u/ufu >5,15/> 5,15/> 5,15
50/1.V u >5,24
control | (WSH) *
1.V 8,24
2.V 8,15
Dale OP
100/1.V u >5,24
2.V u/ulu >5,12/> 5,12/> 5,12
75/1.V u >5,24
2.V u/ulu >5,12/> 5,12/> 5,12
50/1.V u >5,24
control | (WSH) *
1.V 8,24
2.V 8,12
cotrol 1l
0,1 ml suspensie de germeni + 100 ml lichid de neutralizare
2.V 8,20
control 11l

0,1 ml suspensie de germeni + 100 ml lichid de neutralizare +
0,1 ml MELISEPTOL RAPID

100 %/2. V 8,24

Raportul testului B 619ce

Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung:

fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ:

Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950

Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495-
e-mail: 35628/00
hygcen@sorger.at

Landesgericht
Salzburg
FNI80657 y
UID-Nr.: ATU
46628403
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[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

germenele testat: P. aeruginosa
Cfu pentru suspensia testata:

materialul suprafetei

testul 1: 9,73 Ig./ml
testul 2: 9,80 Ig./ml

Conc. (%) cfu RF
de MELISEPTOL RAPID pe suportul pentru
germeni
timp de expunere: 1
minut
Podea acoperita cu PVC
100/1.V u >5,36
2.V u/ufu >5,25/> 5,25/> 5,25
75/11.V u >5,36
2.V 3,30/u/u 4,95/> 5,25/> 5,25
50/1.V 4,12 4,24
control | (WSH) *
1.V 8,36
2.V 8,25
Dale OP
100/1.V u >5,42
2.V u/u/u >5,37/> 5,37/> 5,37
75/1.V u >5,42
2.V u/ufu >5,37/> 5,37/> 5,37
50/1.V 4,30 4,12
control | (WSH) *
1.V 8,42
2.V 8,37
timp de expunere: 2 minute
Podea acoperita cu PVC
100/1.V u >5,34
2.V u/ufu >5,20/> 5,20/> 5,20
7511.V u >5,34
2.V u/ufu >5,20/> 5,20/> 5,20
50/1.V 3,60 4,74
control | (WSH) *
1.V 8,34
2.V 8,20
Dale OP
100/1.V u >5,36
2.V u/ufu >5,31/> 5,31/> 5,31
7511.V u >5,36
2.V u/ulu >5,31/> 5,31/> 5,31
50/1.V u >5,36
control | (WSH) *
1.V 8,36
2.V 8,31
Raportul testului B 619ce
Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung: Landesgericht
fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ: Salzburg
Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950 FNI80657 y
Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU
e-mail: 35628/00 46628403

hygcen@sorger.at
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[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

germenele testat: P. aeruginosa
Cfu pentru suspensia testata: testul 1: 9,73 Ig./ml
testul 2: 9,80 Ig./ml

materialul suprafetei

Conc. (%) cfu RF
de MELISEPTOL RAPID pe suportul pentru
germeni
timp de expunere: 5
minute
Podea acoperita cu PVC
100/1.V u >5,22
2.V u/ulu >5,12/> 5,12/> 5,12
7511.V u >5,22
2.V u/ufu >5,12/> 5,12/> 5,12
50/1.V u >5,22
control | (WSH) *
1.V 8,22
2.V 8,12
Dale OP
100/1.V u >5,16
2.V u/ulu >5,14/> 5,14/> 5,14
75/1.V u >5,16
2.V u/ulu >5,14/> 5,14/> 5,14
50/1.V u >5,16
control | (WSH) *
1.V 8,16
2.V 8,14
cotrol 1l
0,1 ml suspensie de germeni + 100 ml lichid de neutralizare
2.V 8,16
control 11l

0,1 ml suspensie de germeni + 100 ml lichid de neutralizare +
0,1 ml MELISEPTOL RAPID

100%/2. V 8,10

Raportul testului B 619ce

Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung:

fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ:

Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950

Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495-
e-mail: 35628/00
hygcen@sorger.at

Landesgericht
Salzburg
FNI80657 y
UID-Nr.: ATU
46628403
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[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

Testele de s@_abilire a activititii fungicide in conditii practice dupd METODA DE SPALARE prin
tamponare - OGHMP
temperatura camerei: 22 °C

umiditatea relativa: 32 % - 40 %

germenele testat: C. albicans ATCC 10231

Cfu pentru suspensia testata:

materialul suprafetei
Conc. (%)
de MELISEPTOL RAPID

testul 1: 9,30 Ig/ml

test 3: 8,48 Ig./ml

testul 2: 8,92 Ig./ml
pre- si post-culturi in Sabouraud-Agar, 48 ore/30 °C.

cfu (Ig)

timp de expunere de 30 de secunde

RF (lg)
pe suportul pentru
germeni

Podea acoperita cu

PVC
100 testul 1 u/0,95/u >6,76/6,28/26,76 (xm 26,60)
testul 2 u/u/1,08/1,48/u 26,86/26,86/6,25/5,86/26,86 (xn 26,54)
testul 3
75 testul 1 -
testul 2 u/ulu 26,76/26,76/26,76 (xm 26,76)
testul 3 1,48/u/u/0,48/1,71 5,86/>6,86/>6,86/6,86/5,63 (Xm 26,41)
25 testul 1 - -
testul 2 iarba/iarba/iarba n.a./n.a./n.a.
control (WSH) testul 1 -
testul 2 7,18/7,27/7,26 (xm=7,24)
testul 3 7,25/7,41/7,33/7,38/7,30 (Xm =7,33)
Etanol (80 % v/v)
testul 1
testul 2 2,31/0,48/2,33/2,10/2,37 (xm =1,92) 4,93/6,76/4,91/5,14/4,87 (xm =5,32)
testul 3 1,62/2,44/2,03/1,91/1,38 (xm=1,88) 5,71/4,90/5,30/5,43/5,95 (Xm =5,46)
Dale OP
100 testul 1 - -
testul 2 u/u/0,48 26,69/26,69/26,69 (x, 26,69)
testul 3 u/u/0,95/0,48/u 26,97/26,97/6,49/6,97/26,97 (X 26,87)
75 testul 1 -
testul 2 u/ulu 26,69/26,69/26,69 (x, 26,69)
testul 3 0,95/u/u/0,78/0,48 6,49/26,97/26,97/6,67/6,91 (xm 26,81)
25 testul 1
testul 2 iarba/iarba/iarba n.a./n.a./n.a.
control (WSH) testul 1 -
testul 2 7,26/7,09/7,15 (xn=7,17)
testul 3 7,47/7,35/7,48/7,47/7,45 (xn=7,44)
Etanol (80 % v/v)
testul 1 - -
testul 2 1,26/1,91/1,59/1,95/1,48 (xm=1,64) 5,91/5,26/5,57/5,21/5,69 (Xm =5,53)
testul 3 1,26/1,52/0,78/1,18/2,03 (xn=1,35) 6,19/5,92/6,67/6,27/5,41 (xm=6,09)

Legenda:

n.a. = neevaluabil
- = neefectuat

u = sub limita de detectare de 0,48 Ig pe suportul pentru germeni

Raportul testului B 619ce

Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung: Landesgericht

fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ: Salzburg

Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950 FNI80657 y

Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU
e-mail: 35628/00 46628403
hygcen@sorger.at
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[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

materialul
suprafetei
Conc. (%)
de MELISEPTOL RAPID

cfu (Ig) RF (lg)

pe suportul pentru
germeni
timp de expunere de 1 minut

Podea acoperita
cu PVC
100 testul 1 u 26,31
testul 2 1,52/0,95/1,08 5,65/6,22/6,09 (xm =5,99)
testul 3 u/u/u/u/0,48 26,85/26,85/26,85/26,85/6,85 (X, 26,85)
75 testul 1 u 26,31
testul 2 0,95/1,18/u 6,22/5,99/26,69 (xm 26,30)
testul 3 0,48/0,48/0,48/u/0,48 6,85/6,85/6,85/>26,85/6,85 (xm 26,85)
50 testul 1 1,08 5,71
testul 2 - -
25 testul 1 - -
testul 2 iarba/iarba/iarba n.a./n.a./n.a.
control (WSH) testul 1 6,79
testul 2 7,13/7,18/7,21 (Xm =7,17)
testul 3 7,23/7,37/7,32/7,41/7,33 (Xm =7,33)
Etanol (80 % v/v) testul 1 1,73/1,57/0,48 (xm =1,26) 5,06/5,22/6,31 (xn=5,53)
testul 2 2,22/2,33/1,65/1,43/2,37 (xm =2,00) 4,95/4,84/5,52/5,74/4,80 (xn=5,17)
testul 3 u/0,48/0,95/1,48/0,48 (xm <0,77) >6,85/6,85/6,38/5,85/6,85 (xm 26,56)
Dale OP
100 testul 1 u 26,25
testul 2 1,08/u/u 5,95/>6,55/>6,55 (xm 26,35)
testul 3 u/u/u/ulu 26,94/26,94/26,94/26,94/26,94 (x, 26,94)
75 testul 1 u 26,25
testul 2 1,08/0,95/u 5,95/6,08/26,55 (xm 26,19)
testul 3 u/u/u/ulu 26,94/26,94/26,94/26,94/26,94 (xm 26,94)
50 testul 1 u 26,25
testul 2 - -
25 testul 1 -
testul 2 iarba/iarba/iarba n.a./n.a./n.a.
control (WSH) testul 1 6,73
testul 2 6,81/7,07/7,21 (xm =7,03)
testul 3 7,44/7,45/7,31/7,40/7,46 (Xm =7,41)
Etanol (80 % v/v) testul 1 0,48/0,48/0,48 (xm =0,48) 6,31/6,31/6,31 (xm =6,31)
testul 2 1,08/0,48/1,65/1,43/1,68 (xm =1,26) 5,95/6,56/5,38/5,60/5,35 (xm =5,77)
testul 3 0,48/0,78/1,43/0,78/u (Xm <0,79) 6,94/6,63/5,98/6,63/26,94 (xn 26,62)

Legenda:

u = sub limita de detectare de 0,48 Ig pe suportul pentru germeni

Raportul testului B 619ce

n.a. = neevaluabil
- = neefectuat

Geschafts- HygCen * Centrum fir Hygiene und Telefon: +43 (664) 503 Bankverbindung: Landesgericht

fuhrer: medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ: Salzburg

Dipl.-Ing. Werksgelande 24 Telefax: +43 (6462) 53 11950 FNI80657 y

Dr.Arno Sorger A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU
e-mail: 35628/00 46628403
hygcen@sorger.at
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HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

[Sigla HygCen Bischofshofen

Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

materialul
suprafetei

Conc. (%)
de MELISEPTOL RAPID

Podea acoperita

cfu (Ig)

timp de expunere de 2 minute

RF (lg)

pe suportul pentru germeni

cu PVC
100 testul 1 u 26,32
testul 2 u/u/u >6,68/>6,68/>6,68 (xm 26,68)
75 testul 1 u 26,32
testul 2 u/ulu 26,68/26,68/26,68 (xn 26,68)
50 testul 1 0,48 6,32
testul 2 - -
25 testul 1 _ _
testul 2 iarba/iarba/iarba n.a./n.a./n.a.
control (WSH) testul 1 6,80
testul 2 7,19/7,07/7,21 (Xm =7,16)
Etanol (80 % v/v) testul 1 u/1,08/1,71 (xm <1,09) 26,32/5,72/5,09 (Xn25,71)
testul 2 0,48/0,78/0,78/0,48/1,32 (xm =0,77) 6,68/6,38/6,38/6,68/5,84 (xm =6,39)
Dale OP
100 testul 1 u 26,28
testul 2 u/ulu 26,36/26,36/26,36 (xm 26,36)
75 testul 1 u 26,28
testul 2 u/ulu 26,36/26,36/26,36 (xm 26,36)
50 testul 1 u 26,28
testul 2 -
25 testul 1 _ _
testul 2 iarba/iarba/iarba n.a./n.a./n.a.
control (WSH) testul 1 6,76
testul 2 6,83/6,84/6,84 (xm =6,84)
Etanol (80 % v/v) testul 1 u/ulu 26,28/26,28/26,28 (xm 26,28)
testul 2 u/0,48/0,48/0,48/0,78 (Xm =0,55) >6,36/6,36/6,36/6,36/6,06 (xm =6,30)

Legenda:

u = sub limita de detectare de 0,48 Ig pe suportul pentru germeni

Raportul testului B 619ce

Geschafts-
fuhrer:
Dipl.-Ing.
Dr.Arno Sorger

HygCen * Centrum fir Hygiene und

Werksgelande 24

n.a. = neevaluabil
- = neefectuat

Telefon: +43 (664) 503 Bankverbindung: Landesgericht
medizinische Produktsieherheit GmbH 85 59 Creditanstalt BLZ: Salzburg

Telefax: +43 (6462) 53 11950 FNI80657 y
A-5503 Bischofshofen-Mitterberghutten 19 Kto-Nr.: 0495- UID-Nr.: ATU

e-mail: 35628/00 46628403

hygcen@sorger.at
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HygCen GmbH Werksggelande 24 A-5503 Bischofshofen-Mitterberghitten

materialul
suprafetei

cfu (Ig)

Conc. (%)
de MELISEPTOL RAPID

pe suportul pentru germeni

timpul de expunere de 5 minute

Podea acoperita cu

PVC
100

75

50

25

control (WSH)

Etanol (80 % v/v)

testul 1 u
testul 2

testul 1 u
testul 2

testul 1 u
testul 2

testul 1 -
testul 2 -

testul 1 6,04
testul 2
testul 1

/0,48/u (xm <0,48)

[Sigla HygCen Bischofshofen
Centrum fir Hygiene und medizinische Produktsicherheit GmbH]

RF (lg)

25,56

25,56

25,56

>5,56/5,56/25,56 (Xm =5,56)

testul 2 1,18/1,08/1,08/0,95/1,08 (xm =1,07)
Dale OP
100 testul 1 u 26,20
testul 2
75 testul 1 u 26,20
testul 2 -
50 testul 1 u 26,20
testul 2 -
25 testul 1 -
testul 2 - -
control (WSH) testul 1 6,68
testul 2 -
Etanol (80 % v/v) testul 1 u/u/u 26,28/26,28/26,28 (xm 26,28)
testul 2 1,08/0,95/1,26/0,78/0,95 (xm =1,00)

Legenda:

u = sub limita de detectare de 0,48 Ig pe suportul pentru germeni

n.a. = neevaluabil

- = neefectuat

HygGen Centrum fiir Hygiene und medizinische Produktsicherheit GmbH
A-5503 Bischofshofen-Mitterberghdiitten

Dr. Arno Sorger

(Semnatura indescifrabila)

Raportul testului B 619ce

Geschafts-
fuhrer:
Dipl.-Ing.
Dr.Arno Sorger

HygCen * Centrum fir Hygiene und
medizinische Produktsieherheit GmbH
Werksgelande 24

A-5503 Bischofshofen-Mitterberghutten

Telefon: +43 (664) 503

8559

Telefax: +43 (6462) 53

19
e-mail:
hygcen@sorger.at

Bankverbindung:

Creditanstalt BLZ:

11950
Kto-Nr.: 0495-
35628/00

Landesgericht
Salzburg
FNI80657 y
UID-Nr.: ATU
46628403
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PROF. DR. MED. H.-P. WERNER
FACHARZT FUR HYGIENE Barbarahof

BundesstraBe 11

A-5503 Mitterberghiitten
Tel.: +43 664 2809631
Fax: +43 664 2872536

Prof. Dr. H.-P. Werner, Bundesstr. 11, A-5503 Bischo fshofen-Mitterberghiitten

B. Braun Medical AG
Postfach 58

CH-6203 Sempach-Station
Schweiz

2000-07-07
Prof. We/gr

MELISEPTOL RAPID

EXPERTISE

Having tested the disinfectant MELISEPTOL RAPID for surface disinfection in
accordance with the ,Testing and evaluation of chemical disinfection methods* (DGHM;
Status: 1991-07-12) and "Method and evaluation of the surface disinfection with
C. albicans" (OGHMP; Status: 1998) by HygCen, Bischofshofen, Test report from 2004-
08-03 — | hereby issue the following evaluation:

I. Results of the in vitro-tests in accordance to the rules for testing an evaluation
of chemical disinfection methods.

In the qualitative suspensions test (without organic load) there were no test germs
cultivable after 1 minute operating time of the 25 % concentration.

The quantitative suspensions tests with S. aureus and P. aeruginosa showed a
distinctive bactericidal efficacy against both test germs. Without organic load and by
addition of 0,2 % albumine the 25 % concentration showed a germ reduction of more
than 5 Ig. values within 1 minute. The results of the germ-carrier-tests showed that the
25 % preparation inactivated the test germs spread on batist (including C. albicans)
within 15 minutes.

Page | of 2



Il. Results obtained in tests simulating conditions in practice

In the quantitative surface-tests the concentrate showed an adequate efficacy within 1
minute against the test germs S. aureus, E. coli, P. aeruginosa and C. albicans on PVC
floor coating and tiles.

lll. Application recommendations for surface disinfection in hospitals and practice
According to the recommendations of DGHM and OGHMP

MELISEPTOLRAPD

concentrate ...... 1 minute exposure ime

Prof. Dr. med. H.-P. Werner
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Centrum fir Hygiene
und medizinische Produkisicherheit GmbH

HygCen GmbH - Werksgelédnde 24 - A-5503 Bischofshofen-Mitterberghiitten

B. Bréﬁn Medical AG |

Postfach 58

CH-6203 Sempach-Station
Bischofshofen, 2000-05-07

619ce '

MELISEPTOL RAPID

Surface disinfection

Laboratory identification: B 619
Ordered by: B. Braun Medical AG
Date of order: 2000-01-13
Test product: MELISEPTOL RAPID
Formula: 1/2/01/23; 24.11.99; formulation (3)
Arrival of test product: 2000-01-17
Begin of testing: 2000-01-17
End of testing: 2000-02-28
Active substances in 100 g 50 g 1-Propanol
0,075 g Didecyldimethylammoniumchloride
Smell: aromatically
Appearance: clear, colourless liquid
pH-values (glass-electrode): concentrate: 7,00

50 %igin WSH: 6,57

Test report B 619¢e Page 1 of 16
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Centrum fur Hygfene
und medizinische Produkisicherheit GmbH

HygCen GmbH - Werksgelinde 24 - A-5503 Bischofshofen-Mitterberghiitten

Method:

,,Guidlines fiir testing and requirements of chemical disinfection methods™ (Status: 1981-01-01),
»Testing and requirement of chemical disinfection methods (Status: 1991-07-12) of the German
society for Hygiene and Microbiolgy.

,.Methods and requirements for surface disinfection with Candida albicans® (Status: 1998-03) of the
Austrian society for Hygiene, Microbiolgy and Preventive Medicine.

Test germs:

Staphylococcus aureus ATCC 6538
Escherichia coli ATCC 11229
Proteus mirabilis ATCC 14153
Pseudomonas aeruginosa ATCC 15442
Candida albicans ATCC 10231

Test report B 619ce Page 2 of 16 —
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Centrum fiir Hygiene
und medizinische FProduktsicherheit GmbH

HygCen GmbH - Werksgelinde 24 - A-5503 Bischofshofen-Mitterberghiitten

Determination of Bacteriostatic and Fungistatic Effectiveness as well as of Adequate
Neutralising Agent

(according to ,,guidelines* 1/2.1)

Growth inhibition after 72 hours incubation at 37 °C

Concentration of MELISEPTOL RAPID
10 7.5 5.0 4.0 3,0 2.5 2,0 1,5 1,0 0.75 0,5 025

Without Neutraliser

S. aureus - - - - - - R _ _ _ _ 4
E. coli - - - - - - B - + + + +
P. mirabilis - - - - + + + + + + + +
P. aeruginosa - - - - - - - + + + + +
C. albicans - - - - - - - - - - - +
3,0% polysorbate 80 + 0,3% lecithine + 0,1% cysteine

S. aureus - - - + + + - + + + + +
E. coli - - + + + + + - - + + +
P. mirabilis - - + + + + + + + + + +
P. aeruginosa - - - - + + + + + + + +
C. albicans - - - - - - + B + + + 4
3,0% polysorbate 80 + 3,0% saponine + 0,1% histidine + 0,1% cysteine

S. aureus - - - - - - - - - + + +
E. coli - - - - - - + + + + + +
P. mirabilis - - - - + + + + + + + +
P. aeruginosa - - - - - - - + + + + +
C. albicans - - - - - - _ _ _ _ + +
3,0% polysorbate 80 + 0,3% lecithine + 0,1% histidine + 0,5% Na-thiosulfate

S. aureus - - - + + + + - + + + +
E. coli - - + + + + + + + + + +
P. mirabilis - - + + + + + + + + + +
P. aeruginosa - - - + - + + + + + - +
C. albicans - - - - - - + + + + n +
Legend: + = growth of test-organisms - =no growth of test-organisms

Neutralizer agent for the further tests::

3,0% polysorbate 80 + 0,3% lecithine + 0,1% histidine + 0,5% Na-thiosulfate

Test report B 619ce Page 3 of 16
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Centrum fiir Hygiene
und medizinische Produktsicherheit GrmbH

HygCen GmbH - Werksgelinde 24 - A-5503 Bischofshofen-Mitterberghiitten

Determination of Bactericidal and Fungicidal Effectiveness in the Qualitative Suspension

(according to ,,guidelines* I/2.2)
Incubation of the sub cultures at 37°C / 72 hours

Tests without organic load

Testgerm (g. cfu/ml) S e e
_ Conc.(%)of MELISEPTOLRAPID 1 3 = o
S.aureus (9,17) _ B i i
75 _ ] ] ]
50 , ] ] ] ]
25 ] ) ] ]
10 . . ) N

E. coli (9,03)
75 - - - -
50 - - - -
25 - - - -
10 + + + +
P. mirabilis (9,28)
75 - - - -
50 - - - -
25 - - - -
10 + + + -

P. aeruginosa (9,57)
75 - - - -
50 - - - -
25 - - - -
10 + + + +

C. albicans (8,11)
75 - - - -
50 - - - -
25 - - - -
10 + + + -

Legend: + = growth of test-organisms - = no growth of test-organisms

The controls in WSH after 15 minutes were positive.

Test report B 619ce
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HygCen GmbH - Werksgeliinde 24 - A-5503 Bischofshofen-Mitterberghiitten

Determination of Bactericidal Effectiveness in the Quantitative Suspension Test

(according to ,,guidelines™ 1/2.3)

room temperature: 229°C
Cfu of the test suspension: S. aureus ATCC 6538: 9,43 1g./ml
P.aeruginosa ATCC 15442: 9,28 1g./ml
Test germ Reduction factors (Ig) after
‘Concentration (%) exposure time (minutes)
_of MELISEPTOL RAPID 1 2. 5 15
without albumine(1/2.3.1)
S. aureus
75 >5,22 =522 >5,18 25,17
50 >5,22 =5,22 = 5,18 =5,17
25 =5,22 >5,22 =5,18 =>5,17
10 4,61 =522 > 5,18 25,17
control (Ig.) in WSH 6,22 6,22 i0l8 o 617
P. aeruginosa
75 > 5,16 >5,15 =5,14 =5,12
50 > 5,16 =515 >5,14 =5,12
25 = 5,16 25,15 =5,14 >5,12
10 2,85 2,84 2,89 2,89
control (lg.) in WSH 6,16 6,15 6,14 6,12
with 0,2 % albumine (1/2.3.2)
S. aureus
75 =522 >5,22 =5,21 >5,17
50 >5,22 =522 >5,21 25,17
25 >5,22 =522 =521 =5,17
10 4,41 =5,22 >5,21 =5,17
control (lg.) in WSH 6,22 6,22 6,21 6,17
P. aeruginosa
75 =>5,16 = 5,15 >5,14 25,13
50 = 5,16 =5,15 =5,14 >5,13
25 =5,16 = 5,15 > 5,14 =5,13
10 1,37 1,42 1,43 1,52
control (lg.) in WSH 6,16 615 614 w13

Test report B 619ce
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Centrum fir Hygliene
und medizinische Produkisicherheit GmbH

HygCen GmbH - Werksgelinde 24 + A-5503 Bischofshofen-Mitterberghiitten

Determination of bactericidal and fungicidal activity in spread plate technique
(I/2.4.1 and 1/2.4.3)

room temperature: 23 °C

Incubation of the sub cultures at 37 °C during 3 days
(C. albicans: 37 °C/7 days)

Testgerm  (lg. cfu/ml) _exposure time (minutes)
Concentration (%) o : . . b
of MELISEPTOLRAPID 1 5 15 30
S. aureus (9,15) '
100
50
25
10

E. coli (9,08)
100 - - - -
50
25 + + - .
10

P. mirabilis (9,28)
100
50
25
10

P. aeruginosa  (9,43)

100 - - - -
50
25 + + - -
10 + + + +

C. albicans (9,00)
100 - . - -
50 . - - -
25 + - - -
10 + + - -
Legend: + = Wachstum - = fehlendes Wachstum

+ + 4+ +

+
N
.
N

+ o+ 4
+

The controls in WSH after 120 minutes were positive.

Test report B 619¢ce Page 6 of 16
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Centrum fir Hygiene

und medizinische Produktsicherheit GrmbH
HvegCen GmbH - Werksgeldnde 24 - A-5503 Bischofshofen-Mitterberghiitten

Tests under practical conditions after the wash away method
room temperature: 23-27°C relative humidity: 34-45%
Incubation at 37°C/72 hours
controls are the mean values of 3 results
test germ: S. aureus
Cfu of the test suspension: test 1: 9,75 1g./ml
test 2: 9,62 lg./ml

surface material

Conc. (%) cfu RF
of MELISEPTOL RAPID per germ carrier
exposure time: 1 minutes
PVC floor coating
100/1.V u >5,32
2.V wuwu >5,22/>5,22/>5,22
75/1.V 3,30 >5,32
2.V wun >5,22/>522/>5722
50/1.V 4,56 3,76
control I (WSH) "
1.V 8,32
2.V 8,22
OP tiling
100/1.V u >5,34
2.V wu/u >5,17/=5,17/> 5,17
75/ 1.V u >5,34
2.V uwu/u >5,17/=5,17/> 5,17
50/1.V 4,54 3,80
control I (WSH) *)
1.V 8,34
2.V 8,17
exposure time: 2 minutes
PVC floor coating
100/1.V u > 5,28
2.V w'u/u >5,22/>5,22/> 5,22
75/1.V u > 5,28
2.V u/u/u >5,22/>5,22/> 5,22
50/1.V 4,38 3,90
control I (WSH) *)
1.V 8,28
2.V 8,22
OP tiling
100/1.V u >5,27
2.V w/u/u >5,12/>5,12/> 5,12
75/1.V u > 5,27
2.V uw/u'u >5,12/>5,12/> 5,12
50/1.V 3.81 4,46
control I (WSH) *)
1.V 8,27
2.V 8,12

Legend: u = under detection limit of 3,0 1g per germ carrier

Test report B 619¢e
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und medizinische Produkisicherheit GmbH

Bis

HygCen GmbH - Werksgelénde 24 + A-5503 Bischofshofen-Mitterberghiitten

test germ: S. aureus

Cfu of the test suspension: test 1: 9,75 1g./ml
test2 9,62 lg./ml

surface material ' o
Conc. (%) cefu RF
of MELISEPTOL RAPID _ per germ carrier
; exposure time: 5 minutes

PVC floor coating

100/1.V u >5,15
2.V wu/u >5,19/>5,19/> 5,19
75/ 1.V u >5,15
2.V wu/u >5,19/>5,19/> 5,19
50/1.V 4,08 4,07
control I (WSH) "
1.V 8,15
2.V 8,19
OP tiling
100/ 1.V u >5,22
2.V wuu >5,10/=5,10/= 5,10
7571V u =522
2.V wu/u >5,10/>5,10/> 5,10
50/1.V 3,30 4,92
control I (WSH) ”
.V 8,22
2.V 8,10
control IT

0,1 ml germ suspension + 100 ml Neutralizer liquid
2.V 8,17

control ITI
0,1 ml germ suspension + 100 ml Neutralizer liquid + 0,1 ml MELISEPTOL RAPID

100%/ 2.V 8,24

Test report B 619¢ce Pagc 8of 16 208 150
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Centrum fiir Hygiene
und medizinische Produkisicherheit GmbH

HygCen GmbH - Werksgeldnde 24 - A-5503 Bischofshofen-Mitterberghiitten

test germ: E. coli

Cfu of the test suspension: test 1: 9,66 1g./ml
test 2: 9,54 1g./ml

surface material
Conc. (%) ciniERiEy cfu . RF
of MELISEPTOL RAPID per germ carrier '
exposure time: 1 minute

PVC floor coating

100/1.V u >5,43
2.V wu/u >521/=521/=521
75/1.V u . =556
2.V 3,30/u/u 4.91/= 5,21/ 5,21
50/ 1.V 3,81 4,62
control I (WSH) ”
1.V 8,43
2.V 8,21
OP tiling
100/1.V u >5,39
2.V wu/u >5,14/>5,14/> 5,14
75/1.V u >5,39
2.V u/u/u >5,14/>5,14/> 5,14
50/1.V 4,02 4,37
control I (WSH) "
1.V 8,39
2.V g,14
. ' : exposure time: 2 minutes
PVC floor coating
100/1.V u > 5,32
2.V wuu > 5,17/ 5,17/ 5,17
75/ 1.V u >5,32
2.V wu/u >5,17/=5,17/= 5,17
50/1.V 3,30 5,02
control I (WSH) "
.V 8,32
2.V 8,17
OP tiling
100/1.V u >5,37
2.V wu/u >5,13/>5,13/>5,13
75/1.V u > 5,37
2.V u/u/u >5,13/>5,13/> 5,13
50/ 1.V u > 5,37
control I (WSH) "
1.V 8,37
2.V 8,13

Test report B 619ce Page 9 of 16 .
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test germ:

E. coli

Cfu of the test suspension:

surface material

: cfu

test 1: 9,66 lg./ml
test 2: 9,54 1g./ml

Conc. (%) - RF
of MELISEPTOL RAPID per germ carrier '
exposure time: 5 minutes -
PVC floor coating
100/ 1.V u =524
2.V wu/u > 5,15/=5,15/= 5,15
75/ 1.V u =524
2.V u/u/u >5,15/=5,15/> 5,15
50/ 1.V u >5.24
control I (WSH) "
1.V 8,24
2.V 8,15
OP tiling
100/1.V u =524
2.V wu/u >5,12/=5,12/= 5,12
75/ 1.V u >524
2.V wu/u >5,12/=5,12/=5,12
50/1.V u >524
control I (WSH) "
1.V 8,24
2.V 8,12
control II
0,1 ml germ suspension + 100 ml Neutralizer liquid
2.V
control III
0,1 ml germ suspension + 100 ml Neutralizer liquid +
0,1 ml MELISEPTOL RAPID
100%/ 2.V
Test report B 619ce
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30.09.05
=
g G
=
&£
..5_-’
2

Centrum fur Hygfene
und medizinische Produktsicherheif GmbH

HygCen GmbH * Werksgeldnde 24 - A-5503 Bischofshofen-Mitterberghiitten

test germ: P. aeruginosa

Cfu of the test suspension: test 1: 9,73 lg./ml
test 2: 9,80 1g./ml

surface material s : o 2
Conc. (%) - oefa : SRR RE
of MELISEPTOL RAPID : _per germ carrier

: exposure time: 1 minute

PVC floor coating

100/1.V u . >536
2.V wu/u >5,25/>5,25/> 5,25
75/1.V u >536
2.V 3,30/u/u 4,95/>5,25/> 5,25
50/1.V 4,12 4,24
control I (WSH) "
1.V 8,36
2.V 8,25
OP tiling
100/1.V u =542
2.V wwu >5,37/>5,37/> 5,37
75/1.V u >542
2.V wu/u >5.37/>5,37/>5,37
50/1.V 4,30 4,12
control I (WSH)
1.V 8,42
2.V 8,37

exposure time: 2 minutes

PVC floor coating

100/1.V u >5,34
2.V w/u/u > 5,20/=5,20/= 5,20
75/1.V u > 5,34
2.V wuu >5,20/>5,20/> 5,20
50/1.V 3,60 4,74
control I (WSH) "
1.V 8,34
2.V 8,20
OP tiling
100/1.V u >5,36
2.V wuwu >5.31/>5,31/>5,31
75/ 1.V u > 5,36
2.V wuu >5,31/>531/>531
50/1.V u =536
control I (WSH) "
1.V 8,36
2.V 8,31

Test report B 619ce Page 11 of 16 F—
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test germ: P. aeruginosa

Cfu of the test suspension: test 1: 9,73 Ig./ml
test 2: 9,80 1g./ml

surface material : ' '
Conc. (%) cfu ' RF
of MELISEPTOL RAPID per germ carrier :
: ' : exposure time: 5 minutes

PVC floor coating

100/1.V u >522
2.V u/u/u >5,12/>5,12/> 5,12
5/1.V u >5,22
2.V w/u/u >5,12/>5,12/> 5,12
50/ 1.V u =522
control T (WSH) "
1.V 8,22
2.V 8,12
OP tiling
100/1.V u =5,16
2.V wuu >5,14/=5,14/= 5,14
75/1.V u >5,16
2.V w/ufu =>5,14/>5,14/> 5,14
50/1.V u >5,16
control I (WSH) ™
1.V 8,16
2.V 8,14
control IT

0,1 ml germ suspension + 100 ml Neutralizer liquid
2.V 8,16

control IIT

0,1 ml germ suspension + 100 ml Neutralizer liquid +
0,1 ml MELISEPTOL RAPID

100%/ 2.V 8,10

Test report B 619ce
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HygCen GmbH - Werksgeldnde 24 - A-5503 Bischofshofen-Mitterberghiitten

Centrum fiir Hygiene
und medizinische Produktsicherheif GmbH

Determination of fungicidal activity tests under practical conditions after the swab wash away method

- OGHMP

room temperature: 22°C
test germ: C. albicans ATCC 10231

Cfu of the test suspension:

relative humidity: 32% - 40%

test 1:
test 2:

9,30 1g /ml
8,92 1g/ml

pre- and post-cultures on Sabouraud -Agar, 48 hours / 30°C.

sm'face matenal

cfu (lg]

test 3: 8,48 1g /ml

 Cone. (%) N
of MELlSEP’]‘OL RAPID i G =
exposure time 30 seconds
PVC floor coating :
100 1. test - -
2. test u/095/u 26,76 / 6,28 / 26,76 (x,, 6,60)
3. test u/u/1,08/1,48/u 6,86 /6,86 /6,25 /5,86 / 26,86 (x,, 26,54)
75 1. test - -
2. test u/ufu 26,76 / 26,76 / 26,76 (X, 26,76)
3. test 1,48 /u/u/0,48/1,71 5,86 /0,86 /26,86 /6,86 /5,63 (x,, 36,41)
25 1. test - -
2. test grass / grass / grass n.a./n.a./n.a.
control (WSH) 1. test -
2. test 7,18 /7,27 /7,26 (x,,=7,24)
3. test 7,25/741/7,33/7,38/7,30 (x,=7,33)
Ethanol (80 % v/v) 1. test - -
2. test 2,31/0,48/2,33/2,10/ 2,37 (x,=1,92) 4,93/6,76/491/5,14/ 4,87 (x,, =5,32)
3. test 1,62/2,44/2,03/1,91/1,38 (x,,=1,88) 5,71 /4,90 /5,30 /5,43 /5,95 (x,, =5,46)
OP tiling
100 1. test - -
2. test u/u/048 26,69 / 26,69 / 6,69 (x,, 6,69)
3. test u/u/0,95/048/u 6,97 /26,97 /6,49 /16,97 / 36,97 (x,, 26,87)
75 I. test - -
2. test u/ulu 26,69 / 26,69 / 6,69 (x,, 26,69)
3. test 0,95/u/u/0,78/0,48 6,49 /26,97 /26,97 /6,67 16,97 (x,, 26,81)
25 1. test - -
2. test grass / grass / grass n.a./n.a./na.
control (WSH) 1. test -
2. test 7,26/ 7,09/ 7,15 (%, =7,17)
3. test 747/735/748/747/ 7,45 (x,=7,44)
Ethanol (B0 % v/v) 1. test - -
2. test 1,26/ 1,91/ 1,59/ 1,95/ 1,48 (X, =1,64) 591/5,26/5,57/5,2175,69 (x, =5,53)
3. test 1,26 /1,52/0,78 /1,18 / 2,03 (x,=1,35) 6,19 /5,92 /6,67 /6,27 /5,41 (X, =6,09)

Legend:

u = under detection limit of 0,48 Ig per germ carrier

Test report B 619ce

n.a. = not evaluatable

- =not done
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Centrum fur Hygfene
und medizinische Produktsicherheit GmbH

Bis

Come.(%)
ofMELISEFTOL RAPI‘D ------ St e
exposure time 1 minute
PVC floor coating
100 1. test u 26,31
2. test 1,52/0,95/1,08 5,65/6,22 /6,09 (x,=5,99)
3. test u/u/u/u/048 6,85 /6,85 /6,85 / =6,85 /6,85 (x,, =6,85)
75 1. test u 26,31
2. test 0,95/1,18/u 6,22 /5,99 /26,69 (x,, 6,30)
3. test 0,48/0,48 /0,48 /u /0,48 6,85 /6,85 /6,85 /26,85 /6,85 (X, 26,85)
50 1. test '1,08 5,71
2. test - -
25 1. test - -
2. test grass / grass / grass n.a./n.a./na.
control (WSH) 1. test 6,79
2. test 70377187721 (x, =7,17)
3. test 7,23/7,37/7,32/7,41 /7,33 (x,=7,33)
Ethanol (80 % v/v) 1. test 1,73 /1,57 / 0,48 (x, =1,26) 5,06/522/6,31 (x,=5,53)
2. test 2,22/2,33/1,65/1,43 /2,37 (x,,=2,00) 495/4,84/5,52/5,74 /4,80 (X, =5,17)
3. test u/0,48/095/1,48/048 (x, 0,77) 6,85 /6,85 /6,38 /5,85 /6,85 (x,, 26,56)
OP tiling
100 1. test u 26,25
2. test 1,08 /u/u 5,95/ 26,55 / 26,55 (x,, =6,35)
3. test u/u/ufu/u 6,94 /36,94 /2,94 / 2,94 / 6,94 (x,, =6,94)
75 1. test u 26,25
2. test 1,08 /0,95/u 5,95/6,08/ 26,55 (X, 36,19)
3, test u/u/u/u/u 6,94 /26,94 /26,94 / 26,94 | 26,94 (x,, =6,94)
50 1. test u 26,25
2. test - -
25 1. test - _
2. test grass / grass / grass n.a. /n.a./n.a.
control (WSH) 1. test 6,73
2. test 6,81/7,07/7.21 (x,,=7,03)
3. test 7,44 /7,45/731/7,40/7,46 (x,=7,41)
Ethanol (80 % v/iv) 1. test 0,48 / 0,48 / 0,48 (x,, =0,48) 6,31/6,31/6,31 (x,,=6,31)
2. test 1,08/0,48/1,65/1,43/1,68 (x,,=1,26) 5,95/6,56 /5,38 /5,60/5,35 (x,=5,77)
3. test 048/0,78 /1,43/0,78 / u (x, 9,79) 6.94 /6,63 /5,98 /6,63 /26,94 (x,, 26,62)
Legend: n.a. = not evaluatable

u = under detection limit of 0,48 Ig per germ carrier

Test report B 619ce
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HygCen GmbH * Werksgelinde 24 - A-5503 Bischofshofen-Mitterberghiitten

surface material
' Conc. (%)

ComaigeT

of MELISEPTOL RAPID

exposure time 2 minutes

PVC floor coating

Centrum fiir Hygiene

und medizinische Produktsicherheit GmbH

; RF (Ig} i

100 1. test u >6,32
2. test u/ufu =6,68 / 26,68 / 26,68 (x,, 26,68)
75 1. test u 26,32
2. test u/u/u >6,68 / 26,68 / 26,68 (x, =6,68)
50 1. test 0,48 6,32
2. test - -
25 1. test - -
2. test grass / grass / grass n.a./na./na.
control (WSH) 1. test 6,80
2. test 7,19/7,07/ 7,21 (x =7,16)
Ethanol (80 % v/v) 1. test u/ 1,08/ 1,71 (x, ,09) =6,32 /5,72 /5,09 (x,, 25,71)
2. test 0,48 /0,78 /0,78 /0,48 / 1,32 (x,,=0,77) 6,68 /6,38 /6,38 /6,68/ 5,84 (x,,=6,39)
OP tiling
100 1. test u 26,28
2. test u/u/u 26,36/ 26,36 / 26,36 (x,, 26,36)
75 1. test u 26,28
2. test u/u/u 26,36/ 26,36 / 26,36 (x,, 26,36)
50 1. test u 26,28
2. test - -
25 1. test - -
2. test grass / grass / grass n.a./n.a./na
control (WSH) 1. test 6,76
2. test 6,83 /6,84 /6,84 (x,,=6,84)
Ethanol (80 % v/v) 1. test u/u/u >6,28/ 26,28/ 26,28 (x,,26,28)
2. test u/0,48/0,48/0,48 /0,78 (x,,=0,55) 26,36 /6,36 /6,36 /6,36 / 6,06 (x,,>6,30)

Legend:
u = under detection limit of 0,48 1g per germ carrier

Test report B 619¢ce
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surface material  cfu(g) . . Rl
. Conc. (%) = - : _per germ carrier e
of MELISEPTOL RAPID ; _ :
exposure time 5 minutes
PVC floor coating

100 1. test u >5,56
2. test - -
75 1. test u 25,56
2. test -
50 1. test u 25,56
2. test - -
25 1. test - -
2. test - -
control (WSH) 1. test 6,04
2. test -
Ethanol (80 % v/v) I. test u /0,48 / u (x, £,48) 25,56/ 5,56 / 25,56 (X, 25,56)
______________ 2. test 1,18/1,08/1,08 /0,95 /1,08 (x,=1,07)
OP tiling
100 1. test u 26,20
2. test - -
75 1. test u =6,20
2. test - -
50 I. test u 26,20
2. test - -
25 1. test - -
2. test - -
control (WSH) 1. test 6,68
2. test -
Ethanol (80 % v/v) 1. test u/ufu 26,28/ 26,28/ 26,28 (x,, 26,28)
2. test 1,08 /0,95/1,26 /0,78 / 0,95 (x,,=1,00)
Legend: n.a. = not evaluatable

u = under detection limit of 0,48 lg per germ carrier - =not done
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Centrum fur Hygfene
und medizinische Produktsicherheit GrmbH

HygCen GmbH - Werksgelinde 24 - A-5503 Bischofshofen-Mitterberghiitten

B. Braun Medical AG

Postfach 58
CH-6203 Sempach-Station

Bischofshofen, 07.02.2000

Meliseptol rapid
Flichendesinfektion

Auf Basis unseres Priifberichtes B 619 — Meliseptol rapid - vom 07.02.2000 entsprechend den
,»Priifung und Bewertung chemischer Desinfektionsverfahren® (DGHM; Stand 12.07.1991) geben
wir folgende Beurteilung:

1. Ergebnisse der in vitro-Tests

(Richtlinien fiir die Priifung chemischer Desinfektionsverfahren; 1 Teilabschnitt, Stand 1.1.81)

Im qualitativen Suspensionstest (ohne Belastung) waren nach Einwirkung der 25%igen
Konzentration wihrend 1 Minute keine Testkeime kultivierbar.

Die quantitativen Suspensionstests mit S. aureus und P. aeruginosa zeigten eine ausgeprigte
bakterizide Wirkung gegeniiber beiden Testbakterien. Ohne Belastung und bei Zusatz von 0,2 %
Albumin verursachte die 25 %ige Konzentration eine Keimreduktion von mehr als 5 log. Einheiten
binnen 1 Minute.

Die Ergebnisse der Keimtriigerversuche weisen aus, dafl die 25%ige Konzentration gegen die auf
Batist aufgezogenen Testkeime (einschlieBlich C. albicans) in 15 Minuten abtStend wirkt.

2. Ergebnisse der Versuche unter praxisnahen Bedingungen

In den quantitativen Flichenversuchen bewirkt das Konzentrat binnen 1 Minute eine ausreichende
Inaktivierung der Testkeime S. aureus, E. coli und P. aeruginosa auf PVC-Bodenbelag und
Keramik{fliesen.

Gutachten B 619 Seite 1 von 2 -
Geschiifts- HygCen + Centrum fiir Hygiene und Telefon: +43 (664) 503 85 59 Bankverbindung: Landesgericht Salzburg
fishrer: medizinische Produktsicherheit GmbH  Telefax: +43 (6462) 53 19 Creditanstalt BLZ: 11950  FN 180657 y
Dipl-Ing. Dr.  Werksgelinde 24 e-mail: hygeen@sorger.at Kto-Nr.: 0495-35628/00 UID-Nr.: ATU 46628403

Arno Sorger  A-3503 Bischofshofen-Mitterberghiitten
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und medizinische Produktsicherheit GmbH

07.02.00

HygCen GmbH - Werksgelinde 24 - A-5503 Bischotshofen-Mitterberghiitien
III. Anwendungsempfehlung fiir die FEichendesinfektion in Krankenhaus und Praxis

Meliseptol rapid

waLm it

Gutachten B 619 Seite 2 von 2
HygCen - Centrum fiir Hygiene und Telefon: +43 (664) 503 85 59 Bankverbindung: Landesgericht Salzburg
medizinische Produktsicherheit GmbH  Telefax: +43 (6462) 53 19 Creditanstalt BLZ: 11950  FN 180657 v

e-mail: hygeen@sorger.at Kto-Nr.: 0495-35628/00 UID-Nr.: ATU 46628403
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fiihrer:
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A-5503 Bischofshofen-Mitterberghiitien
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Centrum fur H ygrene

und medizinische Produkisicherheit GmbH

HygCen GmbH - Werksgelinde 24 - A-5503 Bischofshofen-Mitterberghiitten

B. Braun Medical AG

Postfach 58
CH-6203 Sempach-Station

Bischofshofen, (7.02.2000

Meliseptol rapid

Flichendesinfektion

Proben-Nr.: B 619

Aufiraggeber: B. Braun Medical AG

Auftragsdatum: 13.01.2000

Testprodukt: Meliseptol rapid

Rezeptur: 1/2/01/23; 24.11.99; Formulierung (3)
Materialeingang: 17.01.2000

Testbeginn: 17.01.2000

Testende: 07.02.2000

Wirkstoffe nach Firmenangabe:
100 g Konzentrat enthalten 50 g 1-Propanol
0,075 g Didecyldimethylammoniumchlorid

Geruch: aromatisch
Aussehen des Priparates: klare, farblose Fliissigkeit
pH-Werte (Glaselektrode): konzentriert: 7,00

50 %igin WSH: 6,57

Pritfbericht B 619 Seite 1 von 12
Geschiifts- HygCen + Centrum fiir Hygiene und Telefon: +43 (664) 503 85 59 Bankverbindung: Landesgericht Salzburg
fu_hrcr: m'edizinische Produktsicherheit GmbH  Telefax: +43 (6462) 53 19 Creditanstalt BLZ: 11950  FN 180657
Dipl-Ing. Dr.  Werksgeldnde 24 e-mail: hygeen@sorger.at Kto-Nr.: 0495-35628/00 UID-Nr.: ATU 46628403

Amo Sorger  A-5503 Bischofshofen-Mitterberghiitten
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Methodik:
»Richtlinien fiir die Priifung und Bewertung chemischer Desinfektionsverfahren™ (Stand: 1.1.1981),

,»Priifung und Bewertung chemischer Desinfektionsverfahren (Stand: 12.7.1991) der Deutschen
Gesellschaft flir Hygiene und Mikrobiologie.

Testkeime:

Staphylococcus aureus ATCC 6538
Escherichia coli ATCC 11229
Proteus mirabilis ATCC 14153
Pseudomonas aeruginosa ATCC 15442
ATCC 10231

Candida albicans

LAt

Seite 2 von 12

Priifbericht B 619
Geschiifts- HygCen - Centrum fiir Hygiene und Telefon: +43 (664) 503 85 59 Bankverbindung: Landesgericht Salzburg
medizinische Produktsicherheit GmbH  Telefax: +43 (6462) 53 19 Creditanstalt BLZ: 11950  FN 180637 y
Kto-Nr.: 0495-35628/00 UID-Nr.: ATU 46628403

fiihrer:
Dipl.-Ing. Dr.  Werksgeldnde 24
Arno Sorger A-5503 Bischofshofen-Mitterberghiitten

e-mail: hygcen@sorger.at
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und medizinische Produktsicherheit GmbH

Bestimmung der bakteriostatischen und fungistatischen Wirksamkeit sowie geeigneter
Inaktivierungssubstanzen

(nach den ,,Richtlinien I/2.1)

Wachstumshemmungen nach 72 Stunden Bebriitung bei 37 °C

Endkonzentrationen von Meliseptol rapid

10 75 50 40 30 25 20 15 10 0,75 0,5 0,25
Kein Inaktivierungszusatz
S. aureus - - - - - - - - - - - +
E. coli - - - - - - - -~ + + + +
P. mirabilis - - - - + + + + + + + +
P. aeruginosa - - - - - - -~ + + + + +
C. albicans - - - - - - - -~ - . - +
3 % Tween 80 + 0,3 % Lezithin + 0,1 % Cystein
5. aureus - - - + + + + + + + + +
E. coli - - + + + + + + + + + +
P. mirabilis = - + + + + + + + + + +
P. aeruginosa - - - - + + + + + + + +
C. albicans - - - - - - + ¥ n + + +
3 % Tween 80 + 3 % Saponin + 0,1 % Histidin + 0,1 % Cystein
S. aureus - - - - - - - ~ - + + +
E. coli - - - - - - + + + + + +
P. mirabilis - - - - + + + + + - + +
P. aeruginosa - - - - - - - n + + + +
C. albicans - - - - - - - - - - ¥ +
3 % Tween 80 + 0,3 % Lezithin + 0,1 % Histidin + 0,5 % Na-Thiosulfat
S. aureus - - - + + + + + + + + +
E. coli - -~ + + + + + + + + + +
P. mirabilis - - + + + + + + + + + +
P. aeruginosa - - - + + + + + + + + +
C. albicans - - - - - - + + + + + +

Inaktivierungskombination in den fliissigen Ni#hrmedien sowie den Spilflissigkeiten der weiteren Versuche:

3 % Tween 80 + 0,3% Lecithin + 0,1% Histidin + 0,5% Na-Thiosulfat

Zeichenerklirung:

+ = Tritbung durch Keimvermehrung
- = fehlende Triibung infolge Keimvermehrung

Priifbericht B 619

(Greschifits-
fiihrer:

Dipl.-Ing. Dr.

Arno Sorger

HygCen - Centrum fiir Hygiene und

Seite 3 von 12
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Centrum fur H ygfene

und medizinische Produktsicherheit GmbH

(nach den ,,Richtlinien” [/2.2)

Bebriitung der Subkulturen bei 37 °C wihrend 3 Tagen

Versuch ohne Eiweilbelastung

Testkeime (log. KBE/ml)
Konz({%) von Meliseptol rapid

Einwirkungszeit (min)

1 2 5

15

S.

aureus (9,17)

75
50
25
10

coli (9,03)

75
50
25
10

mirabilis (9,28)

75
50
25
10

aeruginosa (9,57)

75
50
25
10

albicans (8,11)

75
50
25
10

Die Kontrollen in WSH nach 15 Minuten waren positiv.

Zeichenerklidrung:

+

= Wachstum
= fehlendes Wachstum

Priifbericht B 619

Geschiifts-

fiihrer:

Dipl.-Ing. Dr.
Arno Sorger

HygCen * Centrum fiir Hygiene und
medizinische Produktsicherheit GmbH
Werksgelinde 24

A-5503 Bischolshofen-Mitterberghiitten

Seite 4 von 12

Telefon: +43 (664) 503 85 59
Telefax: +43 (6462) 53 19
e-mail: hygeen@sorger.at

Bankverbindung:
Creditanstalt BLZ: 11950
Kto-Nr.: 0495-35628/00

Landesgericht Salzburg
FN 180657 y
UID-Nr.: ATU 46628403

AN 745



07.02.00

HygCen GmbH - Werksgeliinde 24 - A-5503 Bischofshoten-Mitterberghiitten

Bakterizide Wirkung im quantitativen Suspensionstest

(nach den ,,Richtlinien* 1/2.3)

Raumtemperatur: 22,9 °C

Keimgehalt der Ausgangssuspension:
S. aureus ATCC 6538: 9,43 log./ml
P. aeruginosa ATCC 15442: 9,28 log./ml

5
=]
=
...‘2
=]
=
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(IJ

Centrum fur Hyg;ene
und medizinische Produktsicherheit GmbH

Testkeime Reduktionsfaktoren (log.) nach
Konzentrationen (%) Einwirkungszeiten in Minuten
von Meliseptol rapid 1 2 5 15
Ohne Albuminbelastung (I/2.3.1)
S. aureus
75 > 5,22 > 5,22 > 5,18 > 5,17
50 > 5,22 > 5,22 > 5,18 > 5,17
25 > 5,22 > 5,22 > 5,18 > 5,17
10 4,61 > 5,22 > 5,18 > 5,17
Kontrollwert (log.) in WSH 6,22 6,22 6,18 6,17
P. aeruginosa
75 > 5,16 > 5,15 > 5,14 > 5,12
50 > 5,16 > 5,15 > 5,14 > 5,12
25 > 5,16 > 5,15 > 5,14 > 5,12
10 2,85 2,84 2,89 2,89
Kontrollwert (log.) in WSH 6,16 6,15 6,14 6,12
Mit 0,2 % Albuminbelastung (I/2.3.2)
S. aureus
75 > 5,22 > 5,22 > 5,21 > 5,17
50 > 5,22 > 5,22 > 5,21 > 5,17
25 > 5,22 > 5,22 > 5,21 > 5,17
10 4,41 > 5,22 > 5,21 > 5,17
Kontrollwert {log.) in WSH 6,22 6,22 6,21 6,17
P. aeruginosa
75 > 5,16 > 5,15 > 5,14 > 5,13
50 > 5,16 > 5,15 > 5,14 > 5,13
25 > 5,16 > 5,15 > 5,14 > 5,13
10 1,37 1,42 1,43 1,52
Kontrollwert (log.) in WSH 6,16 6,15 6,14 6,13
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Centrum fiir Hygiene

und medizinische Produktsicherheit GmbH
HygCen GmbH - Werksgeliinde 24 - A-5503 Bischotshofen-Mitterberghiitten

Bakterizide und fungizide Wirkung im Keimtriigerversuch

(1/2.4.1 und 1/2.4.3)

Raumtemperatur: 23 °C

Bebriitung der Subkulturen bei 37 °C wihrend 3 Tagen
(C. albicans: 37 °C/7 Tage)

Testkeime (log. KBE/ml) Einwirkungszeit (min)
Konzentrationen (%)
Von Meliseptol rapid 1 5 15 30

S. aureus {8,15)
100
50
25
10

+ 4+ + +

E. coli (9,08)
100 - - - -

50 - - - -

25

10

+ +
+ +
+ 1
+ 1

P, mirabilis (9,28)

100 - - - -
50 + - - -
25 + -
10 + + +
P, aeruginosa (9,43)
100 - - - -
50 - - - -
25 + + -
10 + + +
C. albicans (9,00)
100 - - - -
50 - - - -
25 + - - -
10 + + - -
Die Kontrollen in WSH waren nach 30 Minuten positiv.
Zeichenerkldrung:
+ = Wachstum
- = fehlendes Wachstum
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Centrum fir Hygiene

und medizinische Produktsicherheit GmbH

HypCen GmbH - Werksgelinde 24 - A-5503 Bischofshofen-Mitterberghiitten
Versuche unter praxisnahen Bedingungen nach der Abschwemmethode

Raumtemperatur: 23-27°C
relative Feuchte: 34-45%

Bebriitung bei 37 °C/72 Stunden

Testkeim: S. aureus

KBE der Ausgangssuspensionen: Versuch 1: 9,75 log./ml
Versuch 2: 9,62 log./ml
Flichenmaterial
Konz. (%) KBE RF
von Meliseptol rapid pro Keimtriger
Einwirkungszeit: 1 Minuten
PVC-Bodenbelag
100 / 1. V u > 5,32
2.V u/u/u > 5,22/> 5,22/> 5,22
75 / 1. ¥ 3,30 > 5,32
2. v u/u/u > 5,22/> 5,22/> 5,22
50 / 1.V 4,56 3,76
Kontrolle I (WSH)
1. v 8,32
2.V 8,22
OP-Fliesen
100 / 1. WV u > 5,34
2.V u/u/u > 5,17/> 5,17/> 5,17
75 / 1.V u > 5,34
2.V u/u/u > 5,17/> 5,17/> 5,17
50 / 1. V 4,54 3,80
Kontrolle I (WSH) *)
1.V B, 34
2.V 8,17
Einwirkungszeit: 2 Minuten
PVC-Bodenbelag
100 / 1. ¥ u > 5,28
2.V u/u/u > 5,22/> 5,22/> 5,22
75 / 1. Vv u > 5,28
2.V u/u/u > 5,22/> 5,22/> 5,22
50 / 1. V 4,38 3,90
Kontrolle I (WSH) *)
1.V 8,28
2.V 8,22
OP-Fliesen
100 /1. V u > 5,27
2.V u/u/u > 5,12/> 5,12/> 5,12
75 / 1.V u > 5,27
2.V u/u/u > 5,12/> 5,12/> 5,12
50 / 1.V 3,81 4,46
Kontrolle I (WSH) *)
1.V 8,27
2.V 8,12
Zeichenerkldrung: u = unter Nachweisgrenze von 3,0 log. pro Keimtriiger
) = Mittelwerte von 3 Keimtriigern
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Centrum fir Hygiene
und medizinische Produkisicherheit GmbH

HygCen GmbH - Werksgelande 24 - A-5503 Bischofshofen-Mitterberghiitten

Testkeim: S. aureus

KBE der Ausgangssuspensionen: Versuch 1: 9,75 log./ml
Versuch2 9,62 log./ml

Flichenmaterial
Konz. (%) KBE RF
von Meliseptol rapid pro Keimtriiger
Einwirkungszeit: S Minuten
PVC-Bodenbelag
100 / 1. v u > 5,15
2. v u/u/u > 5,19/> 5,19/> 5,19
75 / 1.V u > 5,15
2. v u/u/u > 5,19/> 5,19/> 5,19
50 / 1.V 4,08 4,07
Kontrolle I (WSH)
1.V 8,15
2.V 8,19
OP-Fliesen
100 / 1. Vv u > 5,22
2.V u/u/u > 5,10/> 5,10/> 5,10
75 / 1.V u > 5,22
2.V u/u/u > 5,10/> 5,10/> 5,10
50 / 1. Vv 3,30 4,92
Kontrolle I (WSH)
1.V 8,22
2.V 8,10

Kontrolle II
0,1 ml Keimsuspension + 100 ml Inaktivierungsflissigkeit

2.V B,17
Kontrolle III

0,1 ml Keimsuspension + 100 ml Inaktivierungsfliissigkeit +
0,1 ml MELISEPTOL RAPID

100 8 / 2.V 8,24
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Centrum fiir Hygiene

und medizinische Produkisicherheit GmbH

HygCen GmbH - Werksgelinde 24 - A-5503 Bischofshofen-Mitterberghiitten

Testkeim: E. coli

KBE der Ausgangssuspensionen:

Flichenmaterial
Konz. (%)
von Meliseptol rapid

Versuch 1: 9,66 log./ml
Versuch2: 9,54 log./ml
KBE RF

pro Keimtriiger
Einwirkungszeit: 1 Minute

PVC~Bodenbelag
100 / 1. Vv u > 5,43
2.V u/u/u > 5,21/> 5,21/> 5,21
75 / 1. Vv u > 5,56
2.V 3,30/u/u 4,91/> 5,21/> 5,21
50 / 1.V 3,81 4,62
Kontrolle I {WSH)q
1.V 8,43
2.V 8,21
OP~-Fliesen
100 / 1. V¥ u > 5,39
2.V u/u/u > 5,14/> 5,14/> 5,14
75 / 1.V u > 5,39
2. v u/u/u > 5,14/> 5,14/> 5,14
50 /1. V . 4,02 4,37
Kontrolle I (WSH) ’
1.V 8,39
2.V 8,14
Einwirkungszeit: 2 Minuten
PVC-Bodenbelag
100 / 1. V u > 5,32
2. V u/u/u > 5,17/> 5,17/> 5,17
75 /1. ¥ u > 5,32
2.V u/u/u > 5,17/> 5,17/> 5,17
50 / 1. V¥V . 3,30 5,02
Kontrolle I (WSH))
1.V 8,32
2.V 8,17
CP-Fliesen :
100 / 1. v u > 5,37
2.V u/u/u > 5,13/> 5,13/> 5,13
75 / 1.V u > 5,37
2.V u/u/u > 5,13/> 5,13/> 5,13
50 / 1.V . u > 5,37
Kontrolle T {WSH))
1. v 8,37
2.V 8,13
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Cenirum fur Hygfene
und medizinische Produktsicherheit GmbH

HygCen GmbH - Werksgeldande 24 - A-5503 Bischofshofen-Mitterberghiitten

Testkeim: E. coli
KBE der Ausgangssuspensionen: Versuch 1: 9,66 log./ml
Versuch2: 9,54 log./ml
Fliichenmaterial
Konz. (%) KBE RF
von Meliseptol rapid pro Keimtriiger

Einwirkungszeit: S Minuten

PVC-Bodenbelag

100 / 1. Vv u > 5,24
2.V u/u/u > 5,15/> 5,15/> 5,15
5 / 1.V u > 5,24
2.V u/u/u > 5,15/> 5,15/> 5,15
50 / 1.V ) u > 5,24
Kontrolle I {WSH})
1.V 8,24
2.V 8,15
OP~-Fliesen
100 / 1. V u > 5,24
2.V u/u/u > 5,12/> 5,12/> 5,12
75 / 1. WV u > 5,24
2.V u/u/u > 5,12/> 5,12/> 5,12
50 / 1. V¥ . u > 5,24
Kontrolle I (WSH) '
1. Vv 8,24
2.V 8,12

Kontrolle II
0,1 ml Keimsuspension + 100 ml Inaktivierungsfliissigkeit

2. V 8,20
Kontrolle III

0,1 ml Keimsuspension + 100 ml Inaktivierungsflissigkeit +
0,1 ml Meliseptol rapid

100 ¢ / 2.V 8,24
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Centrum fiir Hygiene
und medizinische Produktsicherheit GmbH

HygCen GmbH - Werksgeldnde 24 - A-5503 Bischofshofen-Mitterberghiitien

Testkeim: P. aeruginosa

KBE der Ausgangssuspensionen: Versuch 1: 9,73 log./ml
Versuch2: 9,80 log./ml

Flichenmaterial
Konz. (%) KBE RF
von Meliseptol rapid pro Keimtriger
Einwirkungszeit: 1 Minute
PVC-Bodenbelag
100 / 1.V u > 5,36
2.V u/u/u > 5,25/> 5,25/> 5,25
75 / 1.V u > 5,36
2. V 3,30/u/u 4,95/> 5,25/> 5,25
50 / 1. Vv . 4,12 4,24
Kontrolle I (WSH)
1. v 8,36
2.V 8,25
OP-Fliesen
100 / 1. V¥ u > 5,42
2.V u/u/u > 5,37/> 5,37/> 5,37
75 /1. ¥ u > 5,42
2.V u/u/u > 5,37/> 5,37/> 5,37
50 / 1. V i 4,30 4,12
Kontrolle I {WSH}}
1.V 8,42
2. V 8,37
Einwirkungszeit: 2 Minuten
PVC-Bodenbelag
100 / 1. Vv u > 5,34
2.V u/u/u > 5,20/> 5,20/> 5,20
75 / 1.V u > 5,34
2.V u/u/u > 5,20/> 5,20/> 5,20
50 / 1. Vv i 3,60 4,74
Kontrolle I {WSH))
1. v 8, 34
2.V 8,20
OP-Fliesen
100 / 1. WV u > 5,36
2. V u/u/u > 5,31/> 5,31/> 5,31
75 /1. Vv u > 5,36
2.V u/u/u > 5,31/> 5,31/> 5,31
50 / 1. Vv i u > 5,36
Kontrolle I (WSH)
1. v 8,36
2.V 8,31
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Centrum fur Hygfene
und medizinische Produkisicherheit GmbH

HygCen GmbH - Werksgelinde 24 - A-5503 Bischofshofen-Mitterberghiitten

Testkeim: P. aeruginosa

KBE der Ausgangssuspensionen: Versuch 1: 9,73 log./ml
Versuch2: 9,80 log./ml

Flichenmaterial
Konz. (%) KBE RF
von Meliseptol rapid pro Keimtriiger
Einwirkungszeit: S Minuten

PVC-Bodenbelag

100 / 1. ¥ u > 5,22
2.V u/u/u > 5,12/> 5,12/> 5,12
75 / 1.V u > 5,22
2.V u/u/u > 5,12/> 5,12/> 5,12
50 / 1. V u > 5,22
Kontrolle I (WSH)
1. v 8,22
2. V 8,12
OP-Fliesen
100 / 1. V u > 5,16
2.V u/u/u > 5,14/> 5,14/> 5,14
75 / 1.V u > 5,16
2.V u/u/u > 5,14/> 5,14/> 5,14
50 / 1. V _ u > 5,16
Kontrolle T (WSH) '

RS
< <
o
)
W

Kontrolle II
0,1 ml Keimsuspension + 100 ml Inaktivierungsfliissigkeit

2.V 8,16

Kontrolle III

0,1 ml Keimsuspension + 100 ml Inaktivierungsfliissigkeit +
0,1 ml Meliseptol rapid

1008 / 2.V 8,10
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Ing. Dott. Arno Sorger HYG
CEN Bischofshofen

Centro per l'igiene e la sicurezza dei

presidi medico-chirurgici
HygCen Gmbll - Werksgelinde 24 A-5503 Bischofshofen-Milterberghiitten

B. Braun Medical AG
Postfach 58

CH-6203 Sempach-Station

Bischofshofen, 07.02.2000

Meliseptol rapid
Disinfezione delle superfici
Sulla base del nostro rapporto di prova B 619 — Meliseptol rapid — del 07.02.2000 conforme a "Prova e

valutazione dei procedimenti di disinfezione chimici" (DGHM: versione: 12.7.1991) forniamo la seguente
valutazione peritale:

1. Risultati dei test in vitro
(Linee guida per la prova dei procedimenti di disinfezione chimici; 1 capoverso parziale, versione 1.1.81)

Nel test di sospensione qualitativa (senza carica) dopo un tempo d’azione di 1 minuto della concentrazione al
25% nessuno dei batteri di prova era coltivabile.

I test di sospensione quantitativi con S. aureus ¢ P. aeruginosa hanno dimostrato una spiccata efficacia
battericida su entrambi i batteri di prova. Senza carica ¢ con l'aggiunta di albumina allo 0,2%, la
concentrazione al 25% ha indotto una riduzione dei batteri superiore a 5 unita log. entro 1 minuto.

I risultati dei test su supporto batteriologico dimostrano che la concentrazione al 25% esplica un'azione
inibente sui batteri di prova (compreso C. albicans) coltivati su batista entro 15 minuti.

2, Risultati dei test in condizioni simili a quelle reali

Nei test quantitativi su superfici il concentrato induce una sufficiente inattivazione dei batteri di prova S.

aureus, E. coli, P. aeruginosa e C. albicans nel giro di 1 minuto sia sul rivestimento per pavimenti in PVC
che sulle piastrelle ceramiche.



Ing. Dott. Arno Sorger HYG
CEN Bischofshofen

Centro per l'igiene e la sicurezza dei

presidi medico-chirurgici
HygCen GmbH — Werksgelidnde 24 A-5503 Bischofshofen-Mitterberghiitien

II1. Raccomandazione per l'impiego per la disinfezione di superfici in ospedali ed ambulatori

Meliseptol rapid

Concentrato .... tempo d'azione 1 min

Dott. A. Sorger



HYG
CEN Bischofshofen

Centro per ['igiene e la sicurezza dei
presidi medico-chirurgici

HygCen GmblI - Werksgelinde 24 A-5503 Bischofshofen-Mitterberghiitten

B. Braun Medical AG
Postfach 58

CH-6203 Sempach-Station

Meliseptol rapid

Disinfezione di superfici

Codice campione:
Committente:

Data dell’ordine:
Prodotto da testare:
Ricetta:

Entrata materiale:
Inizio della prova:
Fine della prova:
Principi attivi secondo
le indicazioni dell’azienda:
Odore:

Aspetto del preparato:

Valori pH (elettrodo in vetro):

Bischofshofen, 07.02.2000

RAPPORTO SULLA PROVA B 619

B 619

B. Braun Medical AG

13.01.2000

Meliseptol rapid

1/2/01/23; 24.11.99; formulazione (3)
17.01.2000

17.01.2000
07.02.2000

50 g di 1-propanolo

0,075 g di didecil-dimetilammoniocloruro
aromatico

liquido trasparente, incolore

concentrato: 7,00
al 50% in acqua di durezza standardizzata: 6,57
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CEN Bischofshofen

Centro per l'igiene e la sicurezza dei
presidi medico-chirurgici

HygCen GmbH — Werksgelinde 24 A-5503 Bischofshofen-Mitterberghiitten

Metodica:

“Linee guida per la prova e valutazione dei procedimenti di disinfezione chimici” (versione: 1.1.1981),
"Prova ¢ valutazione dei procedimenti di disinfezione chimici" (versione: 12.7.1991) della Societa Tedesca
di Igiene e Microbiologia (DGHM).

Baltteri di prova:

Staphylococcus aureus ATCC 6538

Escherichia coli ATCC 11229
Proteus mirabilis ATCC 14153
Pseudomonas aeruginosa ATCC 15442

Candida albicans ATCC 10231
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Centro per igiene e la sicurezza dei

presidi medico-chirurgici
HygCen GmbH - Werksgelinde 24 A-5503 Bischofshofen-Mitterberghiitten

Determinazione dell'efficacia batteriostatica e fungicida nonché delle sostanze inattivanti idonee
(in conformita alle "linee guida" I/2.1)

Inibizioni della crescita dopo 72 ore di incubazione a 37°C

Concentrazioni finali di MELISEPTOL RAPID

| 10 [ 75 507 40 [ 30 [ 25 20 [ 15 ] 10075 ] 05 ]025

Nessun'aggiunta inattivante

S. aureus - - - - - R - - - B R i
E. coli - - - - - - - - + + + +
P. mirabilis - - - - + i -+ + + + +
P. aeruginosa - - - - - - - + + + + I
C. albicans - - - - - - - - - - - +
3 % Tween 80 + 0,3% lecitina + 0,1% cisteina

S. aurcus - - - + + + + o+ + + + +
E. coli - - 4 + + + + + + + + +
P. mirabilis - - + + + + + + + + +
P. aeruginosa - - - - + + + + + + + +
C. albicans - - - - - - + + + + + +
3 % Tween 80 + 3% saponina + 0,1% istidina + 0,1% cisteina

S. aureus - - - - - - - - - + + +
E. coli - - - - - - B + + + + +
P. mirabilis - - - - +- + + + + + -
P. aeruginosa - - - - - - - + + + + +
C. albicans - - - - - - R - - + + +
3 % Tween 80 + 0,3% lecitina + 0,1% istidina + 0,5% tiosolfato di sodio

S. aurcus - - - + + + + + + + + +
E. coli - - + + + + + - + + + +
P, mirabilis - - - + + + + + + + + +
P. aeruginosa - - - + + + + + -+ + + +
C. albicans - - - - - - + + T + T "

Combinazione d’inattivazione nei mezzi di coltura liquidi, nonché nei liquidi di lavaggio delle altre prove:

3 % Tween 80 + 0,3% lecitina + 0,1% istidina + 0,5% tiosolfato di sodio

Spiegazione dei simboli; + = intorbidimento da proliferazione batterica
- = nessun intorbidimento da proliferazione batterica




HYG
CEN Bischofshofen

Centro per 'igiene e la sicurezza dei

presidi medico-chirurgici
HygCen GmbH — Werksgeldnde 24 A-5503 Bischofshofen-Mitterberghiitten

Azione battericida e fungicida nel test di sospensione qualitativa
(in conformita alle “linee guida™ I/2.2)

Incubazione delle subculture a 37°C per 3 giorni

Prova senza carica proteica

Batteri di prova | (UFC log/ml) Tempi di azione in minuti

Conc. (%) di MELISEPTOL RAPID 1 2 5 15

S. aureus (9,17) - - - -

75 - - - -

50 - - - -

25 - - - -

10 + + + +

E. coli (9,03)

75 - - - -

50 - - - -

25 - - -

10 + + + +

P. mirabilis (9,28)

75 - - - :

50 - - - -

25 - - -

10 + + T -

P. aeruginosa (9,57)

75 - - - -

50 - - -

25 - ; - ;

10 + + + +

C. albicans (8,11)

75 - - - -

50 - - - -

25 - - - -

10 + + + -

I controlli in acqua di durezza standardizzata dopo 15 min erano positivi.

Spiegazione dei simboli:

+ = proliferazione
- = proliferazione assente



HYG
CEN Bischofshofen

Centro per l'igiene e la sicurezza dei

presidi medico-chirurgici
HygCen GmbH — Werksgeldnde 24 A-5503 Bischofshofen-Mitterberghiitten

Azione battericida nel test di sospensione quantitativa
(in conformita alle “linee guida™ 1/2.3)

Temperatura ambientale: 22,9°C

Conta batterica della sospensione iniziale:
S. aureus ATCC 6538: 9,43 log./ml
P. aeruginosa ATCC 15442: 9,28 log./ml

Batteri di prova Fattori di riduzione (log.) dopo tempi d’azione in minuti
concentrazioni (%)
di MELISEPTOL RAPID

J | 1 2 5 15
Senza carica di albumina (1/2.3.1)
S. aureus
75 > 5,22 >5,22 >5,18 > 5,17
50 > 522 >5,22 >5,18 >5,17
25 >5,22 > 5,22 > 5,18 > 5,17
10 4,61 >5.22 >5,18 >5,17
Valore di controllo (log.) in ADS 6,22 6,22 6,18 6,17
P. aeruginosa
75 =516 > 5,15 >5,14 >5,12
50 > 5,16 >5,15 >5,14 >5,12
25 >5,16 25,15 >5,14 >5,12
10 2,85 2,84 2,89 2,89
Valore di controllo (log.) in ADS 6,16 6,15 6,14 6,12
Con carica di albumina allo 0,2% (1/2.3.2)
S. aureus
75 >5,22 >5,22 =521 >5,17
50 >5,22 >5,22 > 5,21 >5,17
25 >5,22 >5,22 >35,21 >5,17
10 4,41 >5,22 > 5,21 > 5,17
Valore di controllo (log.) in ADS 6,22 6,22 6,21 6,17
P. aeruginosa
75 > 35,16 >5,15 >5,14 >5,12
50 >516 >5,15 >5,14 > 5,12
25 >5,16 >5,15 >5,14 >5,12
10 1,37 1,42 1,43 1,52
Valore di controllo (log.) in ADS 6,16 6,15 6,14 6,13




HYG
CEN Bischofshofen

Centro per I'igiene e la sicurezza dei

presidi medico-chirurgici
HygCen GmbH ~ Werksgelinde 24 A-5503 Bischofshofen-Mitterberghiitten

Azione battericida e fungicida nel test batteriologico su supporto
172.4.1 e 1/2.4.3)

Temperatura ambientale: 23°C

Incubazione delle subculture a 37°C per 3 giorni
(C. albicans: 37°C/7 giorni)

Batteri di prova | (UFC log/ml) Tempi d’azione in minuti

concentrazioni (%) 1 5 15 30
di Meliseptol rapid |

S. aureus (9,15)

100

50

25

++ [+ ]+

10

E. coli (9,08)

100

50

25 + + - -

10

+
+
+
+

P. mirabilis (9,28)

100 - -

50

25

+ 4]+
+
]
1

10

P. aeruginosa (9,43)

100 - - - -

50

25

+
+
i
1

10 + + + +

C. albicans (9,00)

100 ! - -

50 ' - - - -

25 + - - -

10 + + - -

I controlli in acqua di durezza standardizzata dopo 30 min erano positivi.

Spiegazione dei simboli:
+ = proliferazione
- = proliferazione assente




HYG
CEN Bischofshofen

Centro per ligiene e la sicurezza dei

presidi medico-chirurgici
HygCen Gmbll - Werksgeliande 24 A-5503 Bischofshofen-Mitterberghiitten

Prove in condizioni simili a quelle reali con il metodo del lavaggio
Temperatura ambientale: 23-27°C

Umidita relativa: 34-45%

Incubazione a 37°C/ 72 ore

Batterio di prova: S, aureus

UFC delle sospensioni iniziali: Prova 1: 9,75 log./ml
Prova 2: 9,62 log./ml
Materiale delle superfici UFC FR
Conc. (%) Per supporto batteriologico
di Meliseptol rapid Tempo d’azione: 1 minuto
Rivestimento per pavimenti in PYC
100/1¢ P u >5,32
2°P. u/u/u =>5,22/25,22/2522
7511° P 3,30 >5,32
2°P. w/u/u >5,22/2522/2522
50/1° P. 4,56 3,76
Controllo 1 (ADS) *)
1°P 8,32
2°P 8,22
Piastrelle di sala operatoria
100/1° P u >5,34
2°P. uwuiu >5,17/25,17/25,17
75/1° P u >5,34
2°P, u/ufu >5,17/25,17/=5,17
50/1° P. 4,54 3,80
Controllo 1 (ADS) *)
1°P 8,34
2¢p 8,17

Tempo d’azione: 2 minuti

Rivestimento per pavimenti in PVC

100/1° P u >5,28
2°P, wuu 25,22/>522/>5,22
75/1° P u >5,28
2°P, uw'u/u >5,22/2522125,22
50/1° P. 4,38 3,90
Controllo 1 (ADS) *)
1°P 8,28
2°P 822
Piastrelle di sala operatoria
100/1° P u 2527
2°P. u/ulu >5,12/25,12/25,12
75/1° P u =>5,27
2°P, w'u/u >5,12/25,12/=5,12
50/1° P. 3,81 4,46
Controllo 1 {ADS) *)
1°P 8,27
2°p 8,12

Spiegazione dei simboli: u = limite di rilevabilita inferiore di 3,0 log. per supporto batteriologico
*) valori medi di 3 supporti batteriologici




HygCen GmbH — Werksgelinde 24 A-3503 Bischofshoflen-Mitterberghiitten

Batterio di prova: S. aureus

HYG
CEN Bischofshofen

Centro per l’igiene e la sicurezza dei
presidi medico-chirurgici

UFC delle sospensioni iniziali: Prova 1: 9,75 log./ml
Prova 2: 9,62 log./ml
Materiale delle superfici UFC FR
Conc. (%) Per supporto batteriologico
di Meliseptol rapid Tempo d’azione: 5 minuti
Rivestimento per pavimenti in PVC
100/1° P u =>5,15
2°P. u/u/u >5,19/>5,19/25,19
75/1° P u >5,15
2°P. w/ufu 25,19/25,19/>5,19
50/1° P, 4,08 4,07
Controllo 1 (ADS) *)
1° P 8,15
2°P 8,19
Piastrelle di sala operatoria
100/1° P u 25,22
2°P. ufufu =5,10/>5,10/>5,10
75/1° P u 25,22
2°P. u/u/u >5,10/=5,10/=5,10
50/1° P, 3,30 4,92
Controllo 1 (ADS) *)
1°Pp 8,22
2°Pp 8,10

Controllo 1T

0,1 ml di sospensione batterica + 100 ml di liquido di inattivazione

2°p

18,17

Controllo T11

0,1 ml di sospensione batterica + 100 ml di liquide di inattivazione +

0,1 ml di MELISEPTOL RAPID

100% /2° P

8,24




HygCen GmbH — Werksgelinde 24 A-5503 Bischofshofen-Mitterberghiitien

Batterio di prova: E. coli

HYG
CEN Bischofshofen

Centro per ['igiene e la sicurezza dei
presidi medico-chirurgici

UFC delle sospensioni iniziali: Prova 1: 9,66 log./ml
Prova 2: 9,54 log./ml
Materiale delle superfici UFC FR
Conc. (%) Per supporto batteriologico
di Meliseptol rapid Tempo d’azione: 1 minuto
Rivestimento per pavimenti in PVC
100/1° P u =543
2°P, wufu >5,21/25,21/=25,21
75/1° P u =5,56
2°P. 3,30/ufu 4,91/25,21/25,21
50/1° P, 3,81 4,62
Controllo 1 (ADS) *)
1°P 8,43
2°P 8,21
Piastrelle di sala operatoria
100/1° P u >5,39
2°P. u/u/u =5,14/25,14/25,14
75/1° P u =5,39
2°P. wulu >5,14/25,14/25,14
50/1° P, 4,02 4,37
Controllo 1 (ADS) *)
1°P 3,39
2°Pp 3,14
Tempo d’azione: 2 minuti
Rivestimento per pavimenti in PVC
100/1° P u =5,32
2° P, uw/ufu >5,17/=5,17/25,17
75/1° P u 25,32
2°P. u/ufu >5,17/25,17/=517
50/1° P. 3,30 5,02
Controllo 1 (ADS) *)
1°P 8,32
2°P 8,17
Piastrelle di sala operatoria
100/1° P u >5,37
2° P, u/u/u =5,13/=5,13/=5,13
75/1° P u =537
2°P. w/ufu >5,13/25,13/25,13
50/1° P. u =>5,37
Controllo 1 (ADS) *)
1°P 8,37
2°P 8,13




HygCen GmbH — Werksgelinde 24 A-5503 Bischofshofen-Mitterberghitten

Batterio di prova: E. coli

HYG
CEN Bischofshofen

Centro per l'igiene e la sicurezza dei
presidi medico-chirurgici

UFC delle sospensioni iniziali: Prova 1: 9,66 log./ml
Prova 2: 9,54 log./ml
Materiale delle superfici UFC FR
Conc. (%) Per supporto batteriologico
di Meliseptol rapid Tempo d’azione: 5 minuti
Rivestimento per pavimenti in PVC
100/1° P u >5,24
2°P, u/u/u >5,15/25,15/25,15
75/1° P u =524
2°P. u/u/u 25,15/25,15/25,15
50/1° P. u >5,24
Controllo 1 {ADS) *)
1° P 8,24
2°P 8,15
Piastrelle di sala operatoria
100/1° P u 5,24
2°P. u/u/u =>5,12/=5,12/=5,12
75/1° P u >5,24
2°P, u/u/u =5,12/>5,12/=25,12
50/1° P. u 25,24
Controllo 1 (ADS) *)
1° P 8,24
2°P 8,12

Controllo 11

0,1 ml di sospensione batterica + 100 ml di liquido di inattivazione

2°PpP

18,20

Controllo HI

0,1 ml di sospensione batterica + 100 ml di liquido di inattivazione +

0,1 ml di Meliseptol rapid

100%/2° P

| 8,24




HYG
CEN Bischofshofen

Centro per ligiene e la sicurezza dei

presidi medico-chirurgici
HygCen GmbH - Werksgeliande 24 A-5503 Bischofshofen-Mitterberghitten

Batterio di prova: P. aeruginosa

UFC delle sospensioni iniziali: Prova 1: 9,73 log./ml
Prova 2: 9,80 log./ml
Materiale delle superfici UFC FR
Conc. (%) Per supporto batteriologico
di Meliseptol rapid Tempo d’azione: 1 minuto
Rivestimento per pavimenti in PVC
100/1° P u >5,36
2°P. ufu/fu >5,25/25,25/=5,25
75/1° P u >5,36
2°P. 3,30/ufu 4,95/25,25/>5,25
50/1° P. 4,12 4,24
Controllo 1 (ADS) *)
1°P 3,36
2°Pp 8,25
Piastrelle di sala operatoria
100/1° P u >5,42
2° P. wuiu >5,37/25,37/>5,37
75/1° P u =542
2°P, u/ufu >5,37/25,37/25,37
50/1° P, 4,30 4,12
Controllo 1 (ADS) *)
1°P 8,42
2°p 8,37

Tempo d’azione: 2 minuti

Rivestimento per pavimenti in PVC

100/1° P u =5,34
2°P, u/ufu >5,20/25,20/=5.20
75/1° P u =5,34
2° P, u/u/u >5,20/25,20/=5,20
50/1° P, 3,60 4,74
Controllo 1 (ADS) *)
1°P 8,34
2°Pp 8,20
Piastrelle di sala operatoria
100/1° P u =536
2°P. u/u/u 25,31/2531/2531
75/1° P u >5.36
2°P. w/u/u 25,31/2531/=531
50/1° P. u >5,36
Controllo 1 (ADS) *)
1°P 8,36
2°Pp 831




HygCen GmbH — Werksgeldnde 24 A-5503 Bischofshofen-Miiterberghiitten

Batterio di prova: P. aeruginosa

HYG
CEN Bischofshofen

Centro per ligiene e la sicurezza dei

presidi medico-chirurgici

UFC delle sospensioni iniziali: Prova . 9,73 log./ml
Prova 2: 9,80 log./ml
Materiale delle superfici UFC FR
Conc. (%) Per supporto batteriologico
di Meliseptol rapid Tempo d’azione: 5 minuti
Rivestimento per pavimenti in PVC
100/1° P u 25,22
2°P. u/u/u >5,12/25,12/25,12
75/1°P u 25,22
2°P. u/ufu >5,12/25,12/25,12
50/1° P. u >5,22
Controllo 1 (ADS) *)
1°P 8,22
2°P 8,12
Piastrelle di sala operatoria
100/1° P u =5,16
2°P. u/uu >5,14/25,14/=25,14
75/1° P u 25,16
2°P. wu/u 25,14/25,14/25,14
50/1° P. u =5,16
Controllo 1 (ADS) *)
1°P 8,16
2°p 8.14

Controllo 11

0,1 ml di sospensione batterica + 100 ml di liquido di in attivazione

2°P

18,16

Controllo III

0,1 ml di sospensione batterica + 100 ml di liquido di inattivazione +

0,1 ml di Meliseptol rapid

100%/2° P

8,10

Dott. Arno Sorger




Traducere din limba engleza

PROF. DR. MED. H.-P. WERNER
FACHARZT FUR HYGIENE UND MIKROBIOLOGIE

Prof. Dr. H.-P. Werner c/o HygCen GmbH 5500 Bischofshofen Austria

B. Braun Medical AG

Seesatz
6204 Sempach
SCHWEIZ
23.08.2008
Prof. We

Meliseptol rapid
Dezinfectarea suprafetei, cu si fara actiune mecanica
Conditii de murdarie

EVALUAREA

Dupa testarea dezinfectantului Meliseptol rapid in conformitate cu
,Metodele standard ale DGHM" pentru testarea metodelor de dezinfectare chimica”
(Situatie: 01.09.2001)
incluzand rapoartele comisiei pentru dezinfectanti a DGHM (3.2002), precum si VAH? (5.2007
prezint urmatoarea evaluare a rezultatelor din raportul testului 22.08.2008 (B 15177):

Rezultatele testului in vitro
In baza rezultatelor testelor calitative ale suspensiei, au fost evaluate rezultatele obtinute cu 4 germeni
testati Tn urmatoarele teste calitative ale suspensiei.

Testele calitative ale suspensiei au fost efectuate prin metoda prin etalare prin placa pentru detectarea
germenilor in conditii de murdarie.

Meliseptol rapid rezulta in reduceri suficiente (5 Ig unitati de bacterii testate S. aureus, E. hirae si P.
aeruginosa sau 4 Ig unitati de C. ablicans)

in conditii de murdarie
in 50 % in 30 de secunde

' DGHM = Societatea germanéa pentru igiena si microbiologie.
2)VAH = Verbund fiir angewandte Hygiene

Evaluarea Meliseptol rapid
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Traducere din limba engleza

Rezultatele obtinute in teste care simuleaza conditiile din practica

Eficienta dezinfectantului Meliseptol rapid a fost testata cu si fara actiune mecanica in conditii de
murdarie.

In conditii de murdérie fira actiune mecanica
concentrat in 30 de secunde

si in conditii de murdarie cu actiune mecanica

concentrat in 1 minut

a prezentat o eficacitate suficientd impotriva germenilor testate S. aureus, E. hirae, P. aeruginosa si C.
ablicans.

Utilizari recomandate pentru Meliseptol rapid
pentru dezinfectarea suprafetei

Conform rezultatelor obtinute, Meliseptol rapid respecta
,Cerintelor specifice pentru certificarea proceselor de dezinfectare chimica” ale comisiei pentru
dezinfectanti a VAH"

in conditii de murdarie fara actiune mecanica ca si

concentrat in 30 de secunde
si in conditii de murdarie cu actiune mecanica ca si

concentrat in 1 minut.

[Semnatura indescifrabila]
Prof. Dr. med. H-P. Werner

“WAH = Verbund fir angewandte Hygiene

Evaluarea Meliseptol rapid
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Traducere din limba engleza
[Sigla HygCen International GmbH]

[Sigla APU]

HygCen International GmbH « Werksgelande 24 + A-5500 Bischofshofen

B. Braun Medical AG

Seesatz
6204 Sempach
SCHWEIZ

Identificarea
laboratorului de
testare:
Produsul testat:
Lotul numarul:

Producatorul.

Data comenzii:
Data livrarii:
Substantele active:

Aspectul:
Mirosul:
Valoarea pH:

Neutralizatorul:

Perioada analizei:
Metoda:

Bischofshofen, 22.08.2008

Raportul testului B 15177

B 15177, B 619

Meliseptol rapid
Lot 7223M14 (B 15177)
Rezeptur 1/2/01/23; 24.11.99; Formulierung (3) (B 619)
B. Braun Medical AG
15.07.2008 (B 15177), 13.01.2000 (B 619)
21.07.2008 (B 15177), 17.01.2000 (B 619)
in 100 g 50 g Propan-l-ol
0,075 g clorura de didecil-dimetil-amoniu
lichid limpede, incolor
aromat
B 15177:
conc.: 6,93
50 % tn WSH": 8,48
3,0 % polisorbat 80 + 0,3 % lecitina + 0,1 % histidina + 0,5 % trisulfat de sodiu
(TLH-Thio)
31.07.2008 - 20.08.2008 si 17.01.2000 - 28.02.2000
~,Metodele standard ale DGHM? pentru testarea procedurilor de dezinfectare
chimica” (01.09.2001) incluzénd rapoartele comisiei pentru dezinfectanti a DGHM
(3.2002), precum si din VAH (5.2007)

) Apé cu duritate standardizaté
2 Societatea germand pentru igiend si microbiologie

Geschéftsfihrer:
Prof. Dr. med. H.-P.
Werner

Prifbericht B°15177

A-5500 Bischofshofen

HygCen International GmbH Telefon: +43(0)6462 /53 19 Bankverbindung: IBAN:
Priifinstitut: Telefax: +43(0)6462 /32 Oberbank AG AT 42 15092
Werksgelande 24 753 BLZ: 15092 00141031948

Kto-Nr.: 141-0319.48 BIC: OBKLAT2L

e-mail: office@hygcen.info

web: www.hygcen.info

Landesgericht Salzburg * FN 180657 y « UID-Nr.: ATU 46628403
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Eficacitatea bacteriostatica si fungistatica, precum si agentii adecvati de neutralizare
(,Metodele standard”, 7)

Produsul testat: Meliseptol rapid (B 619)

testarea E. hirae (B 15177)

26 °C

52%

48 h la 36 °C (C. albicans 30 °C) = 1 °C

Temperatura camerei:
Umiditatea relativa:
Incubatia:

Cfu a suspensiilor testate (Ig/ml)

Staphylococcus aureus ATCC 6538 8,17
Enterococcus hirae ATCC 10541 8,20
Escherichia coli K12 NCTC 10538 8,03
Proteus mirabilis ATCC 14153 8,28
Pseudomonas aeruginosa ATCC 15442 8,57
Candida albicans ATCC 10231 8,11

Tulpinile testate | 10

1,0 10,75 0,25

Fara neutralizator

S. aureus - - - - - - - - - - -
E. hirae - - - - - - -
E. coli - - - - - - -
P. mirabilis - - - - + + +
P. aeruginosa - - - - - - -
C. albicans - - - - - -
3,0 % polisorbat 80 + 0,3 % lecitina + 0,1 % cisteina (TLC)
S. aureus - - - + + +

E. hirae - -
E. coli - -
P. mirabilis - -
P. aeruginosa - - -
C. albicans - - - - - - + + +

3,0 %polisorbat 80 + 3,0 % saponina + 0,1 % histidina + 0,1% cisteina (TSHC)
S. aureus - - - - - - - - -

E. hirae - - - - - -
E. coli - - - - - -
P. mirabilis - - - - + +
P. aeruginosa - - - - -
C. albicans - - - - - - - - -
3,0 % polisorbat 80 + 0,3 % lecitina + 0,1 % histidina + 0,5 % trisulfat de sodiu (TLH-Thio)
S. aureus - - - + + + + +
E. hirae - -
E. coli - -
P. mirabilis - -
P. aeruginosa - - -
C. albicans - - - - - - + + +
+ = cregterea organismului testat + = nicio cregtere a organismului testat
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Neutralizator pentru teste suplimentare:
3,0 % polisorbat 80 + 0,3 % lecitina + 0,1 % histidina + 0,5 % trisulfat de sodiu (TLH-Thio)
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Eficacitatea bactericida si fungicida in testul calitativ al suspensiei
(,Metodele standard”, 8)

Produsul testat: Meliseptol rapid (B 619)

testarea E. hirae (B 15177)
Temperatura de testare: 20 °C
Incubatia: 48 h'la 36 °C (C. albicans 30 °C) £ 1 °C

Test fara incarcatura organica

Cfu a suspensiilor testate (Ig/ml)

Staphylococcus aureus ATCC 6538 9,17

Enterococcus hirae ATCC 10541 9,20

Escherichia coli Kl 2 NCTC 10538 9,03

Proteus mirabilis ATCC 14153 9,28

Pseudomonas aeruginosa ATCC 15442 9,57

Candida albicans ATCC 10231 8,11

S. aureus 75 - - - -
50 - - - -
25 - - - -
10 + + + +

E. hirae 75 - - - -
50 - - - -
25 - - - -
10 + + + +

E. coli 75 - - - -
50 - - - -
25 - - - -
10 + + + +

P. mirabilis 75 - - - -
50 - - - -
25 - - - -
10 + + + -

P. aeruginosa 75 - - - -
50 - - - -
25 - - - -
10 + + + +

C. albicans 75 - - - -
50 - - - -
25 - - - -
10 + + + -

+ = cresterea organismului testat + = nicio crestere a organismului testat

Controalele in WHS dupa 15 minute au fost pozitive.
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Eficacitatea bactericida in testul cantitativ al suspensiei
(.Metodele standard’, 9.1)

Produsul testat: Meliseptol rapid (B 15177)

Temperatura de testare: 20°C

Incubatia: 48hla36°C+1°C

Metoda: Metoda neutralizarii dilutiei

Incércarea: 0,3 % albumind + 0,3 % eritrocite de oaie (conditii de murdarie)

Staphylococcus aureus ATCC 6538 Cfu in suspensia testata - Ig/ml: 9,33
Co 2 (Neutr.-co.) - Ig/ml 101 67

102 29 3,46

Co 3 (Tox.-co.) - Ig/ml 101 177

102 32 3,51

100

o

27,31

o

27,20

o

27,15

o
[\
~N
o

75 10
102
103
100

(=)o NN
o0 O o
(=)o NN
(=)o)

27,31 27,20 27,15
50 10
102
103
100

(=)o NN
o0 O o
(=)o e N
(=)o NN

27,31 27,20 27,15
25 10
102
103
100

N[O O O
o0 O o
(=)o NN
o0 O o

6,46 >7,20 27,15
10 10-1
1072

10°3

Col (Ig) 104
WSH 105

N SO0~
= 3|0 OO0
- 3|0 OO0
- 35|00 0O

03 7,31 59 7,20 14 7,06

Legenda:

cfu = unitati formatoare de colonii
RF = factor de reductie

n = ne-numarabil

nd = neefectuat

(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Eficacitatea bactericida in testul cantitativ al suspensiei
(,Metodele standard”, 9,1)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 20 °C
Incubatia: 48hla36°C+1°C
Metoda: Metoda neutralizarii dilutiei
Incércarea: 0,3 % albumind + 0,3 % eritrocite de oaie (conditii de murdérie)
Enterococcus hirae ATCC 10541 Cfu in suspensia testata - Ig/mil: 9,17
Co 2 (Neutr.-co.) Ig/ml 10 147
102 20 3,18
Co 3 (Tox.-co.) Ig/ml 101 161

102 20 3,22

100

o

27,17

o

2717

o

27,11

o
[\
~N
o

75 10
102
103
100

(=)o NN
o0 O o
(=)o NN
(=)o)

>7 .17 27,17 27,11
50 10"
102
103
100

(=)o NN
o0 O o
(=)o e N
(=)o NN

>7.17 2717 =711
25 10"
102
103
100

=0 OO
o0 O o
(=)o NN
o0 O o

6 5,97 6,57 =711
10 10-1
1072

10°3

Col (Ig) 104
WSH 105

- 3|0 0O
- 3|0 OO0
= 3|0 OO0
- 353/0O0 OO0

22 7,09

Legenda:

cfu = unitati formatoare de colonii
RF = factor de reductie

n = nenumarabil

nd = neefectuat

(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Eficacitatea bactericida in testul cantitativ al suspensiei

(,Metodele standard”, 9,1)

Produsul testat:
Temperatura de testare:
Incubatia:

Metoda:

Incércarea:

Pseudomonas aeruginosa

Meliseptol rapid (B 15177)
20°C

48hla36°C+1°C
Metoda neutralizarii dilutiei

0,3 % albumind + 0,3 % eritrocite de oaie (conditii de murdérie)

ATCC 15442  Cfu in suspensia testata - Ig/mil:

Co 2 (Neutr.-co.) Ig/ml 10
102
Co 3 (Tox.-co.) Ig/ml 10
102

9,26
140
22 3,17
128
21 3,13

100
101
102
103

75

27,15

27,07

100
101
102
103

50

27,15 27,08 27,04

27,07

100
101
102
103

25

=N

4,96

AN

3 4,56
2 3,43

27,07

100
101
10 102
103

5 3 33|01 OOC0OCOO0OO0O0OOCOO
53 3 3 5|~ hWOOCDOOOOOCOO
53 3 330NN 20O0000C0CO0OO0O

<1,15 <1,08 <1,04

53 303 30000000000 OO0

<1,0

Col (Ig) 104
WSH 105

- >

N

o
>
>

7,15 120 7,08

—_
—_
o

7,04

118 7,07

Legenda:

cfu = unitati formatoare de colonii

RF = factor de reductie
n = nenumarabil

nd = neefectuat

(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Eficacitatea bactericida in testul cantitativ al suspensiei
(,Metodele standard”, 9,1)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 20 °C
Incubatia: 48hla36°C+1°C
Metoda: Metoda neutralizarii dilutiei
Incarcarea: 0,3 % albumind + 0,3 % eritrocite de oaie (conditii de murdérie)
Candida albicans ATCC 10231 Cfu in suspensia testata - Ig/ml: 8,11
Co 2 (Neutr.-co.) Ig/ml 10 83 2,92
102 14
Co 3 (Tox.-co.) Ig/mi 101 102 3,01
102 10

100
101
102
103

26,17 26,11 25,99

75

100
101
102
103
100
101
102
103
100
101
10 102
103

26,17 26,11 26,03 25,99

50

25

a1 N
w

<0,17 <0,11 188 0,76 1,89

5O 3 3 3|53 3353000000 0O0
D5 53 3 3]0 53 035300000 oo
5 3 3 3|3 3 3000000 0O0

D5 53 3|23 )00 00000 o

<0,17 <0,11 <0,03

N
w
4]

<0,6

>
5
>
>

Col (Ig) 104
WSH 105

—
N
[o¢]

6,17 130 6,11

—
o
3]

6,03

[{e]
(o)

5,99

Legenda:

cfu = unitati formatoare de colonii
RF = factor de reductie

n = nenumadarabil

nd = neefectuat

(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)

(,Metodele standard”, 14.1)

(1. Efectuarea testului)

Produsul testat:
Temperatura de testare:
Umiditatea relativa:
Incubatia:

Metoda:

Incércarea:

Staphylococcus aureus

Meliseptol rapid (B 15177)

26,4 °C

46 %

48hla36°C+1°C

Dezinfectie fara actiune mecanica

0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)

ATCC 6538 Cfu in suspensia testata - Ig/ml: 9,25
Co 2 (Neutr.-co.) Ig/ml 10 157

102 17 3,20
Co 3 (Tox.-co.) Ig/ml 10" 159

102 19 3,21

0,5mldir 0/0 26,9 0/0 26,8 0/0 26,6 0/0 26,4
2 0 7 4
100 10 0 0 0 0
102 0 0 0 0
0,5midir 0 26,9 0/0 26,8 0 266 O 26,4
75 2 0 7 4
10" 0 0 0 0
102 0 0 0 0
0,5mldir n 26,9 0/0 26,8 0/0 26,6 0/0 26,4
50 2 0 7 4
10" n 0 0 0
102 n 0 0 0
0,5mldir n/n n/n 291/32 390 n 26,4
6 4
25 10" n n 30 n
102 n <0,9 n <0,8 7 n
2 0
Col (Ig) 10+ n n n 278
WSH 105 84 6,92 63 6,80 47 6,67 23 6,44
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)

(,Metodele standard”, 14.1)
(2. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 31°C
Umiditatea relativa: 55 %
Incubatia: 48hla36°C+1°C
Metoda: Dezinfectie faré actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Staphylococcus aureus ATCC 6538 Cfu in suspensia testata - Ig/ml: 9,16
Co 2 (Neutr.-co.) Ig/ml 10 108
102 19 3,06
Co 3 (Tox.-co.) Ig/ml 10" 108
102 16 3,05

0,5 mi
dir

26,76 0/0 0/0 26,71 0/0 0/0 26,66

100 0 0 0 0

10 0 0 0 0

0/0 0/0 26,79

0
0

0,5ml
dir
10"
102

26,76 0/0 0/0 26,71 0/0 0/0 26,66
75

cooloocol
cocoolQooco

oo o

0/0 26,79

Col (Ig) 10+ n n n
WSH 10 58 6,76 51 6,71 46 6,66

62 6,79

Legenda:

cfu = unitati formatoare de colonii
RF = factor de reductie

n = nenumarabil

nd neefectuat

(E) inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)

(,Metodele standard”, 14,1)

(1. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 26,4 °C
Umiditatea relativa: 46 %
Incubatia: 48hla36°C+1°C
Metoda: Dezinfectie fard actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Enterococcus hirae ATCC 10541 Cfu in suspensia testata - Ig/ml: 9,30
Co 2 (Neutr.-co.) Ig/ml 101 88 2,94
102 7
Co 3 (Tox.-co.) Ig/ml 10" 74 2,87
102 10

0,5mldir 0/0 26,85 0/0 26,68 0/0 26,56 0/0 26,35
100 101 0 0 0 0
102 0 0 0 0
0,5mldir O 26,85 0/0 26,68 0 26,56 0 26,35
75 101 0 0 0 0
102 0 0 0 0
0,5mldir 0/0 26,85 0/0 26,68 0/0 26,56 0/0 26,35
50 10 0 0 0 0
102 0 0 0 0
0,5mldir n/n n/n 19/24 4,93 n 26,35
25 101 n 127 358 3 n
102 n <0,85 8 0 n
Col (lg) 10+ n n n 219
WSH 105 71 6,85 48 6,68 36 6,56 28 6,35
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenum@rabil
nd = neefectuat
(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)

(,Metodele standard”, 14,1)

(2. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 31°C
Umiditatea relativa: 55 %
Incubatia: 48hla36°C+1°C
Metoda: Dezinfectie faré actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Enterococcus hirae ATCC 10541 Cfu in suspensia testata - Ig/mil: 9,19
Co 2 (Neutr.-co.) Ig/ml 10 130
102 20 3,13
Co 3 (Tox.-co.) Ig/ml 10" 144
102 21 3,18

5,71>6,82
dir
100 o0 o o0 0o 0 0o 0 o o0
102 0 0 0 0 0 0 0 0
0,5ml 0/0 0/0 26,82 0/0 0/0 >685 0/0 0/0 26,64 0 0/0 26,60
75 dir
10" 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
Col (Ig) 10+ n n n n
WSH 10 66 6,82 70 6,85 44 6,64 40 6,60
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)
(1. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 26,4 °C
Umiditatea relativa: 46 %
Incubatia: 48hla36°C+1°C
Metoda: Dezinfectie fard actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Pseudomonas aeruginosa ATCC 15442 Cfu in suspensia testata - Ig/ml: 9,22
Co 2 (Neutr.-co.) Ig/ml 10 223
102 26 3,35
Co 3 (Tox.-co.) Ig/ml 10" 109

102 15 3,05

0,5 mil 0/0 26,35 0/0 26,36 0/0 26,40 0/0 26,30
dir
100 4o 0 0 0 0
102 0 0 0 0
0,5 mil 0 26,35 0/0 26,36 0 26,40 O 26,30
dir
75 10 0 0 0 0
102 0 0 0 0
0,5 mil 66/52 425 0/0 26,36 0/0 26,40 0/0 26,30
50 dir
10" 19 0 0 0
102 n 0 0 0
0,5 mil 184/196 3,77 0/0 26,36 0/0 493 n 26,30
o5 dir
10" 40 127 3 n
102 3 8 0 n
Col (Ig) 104 217 234 256 204
WSH 10° 29 6,35 20 6,36 19 6,40 16 6,30
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)

(2. Efectuarea testului)

Produsul testat:
Temperatura de testare:
Umiditatea relativa:
Incubatia:

Metoda:

Incércarea:

Pseudomonas aeruginosa

Meliseptol rapid (B 15177)

31°C

55 %

48hla36°C+1°C

Dezinfectie fara actiune mecanica

0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)

ATCC 15442 Cfu in suspensia testata - Ig/mil:

Co 2 (Neutr.-co.) Ig/ml 10
102
Co 3 (Tox.-co.) Ig/ml 10"
102

9,15
114
17 3,08
116
18 3,09

0,5 ml dir
100 10 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
0,5 ml dir 00  0/0 26,15 0/0 0/0 26,08 0/0 0/0 26,00 0 0/0 25,83
75 10 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
Col (Ig) 10° n n n n
WSH 10+ 140 6,15 121 6,08 100 6,00 68 5,83
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie
WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)
(1. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 26,4 °C
Umiditatea relativa: 46 %
Incubatia: 72hla36°C+1°C
Metoda: Dezinfectie fard actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Candida albicans ATCC 10231 Cfu in suspensia testata - Ig/mil: 8,20
Co 2 (Neutr.-co.) Ig/ml 101 63 2,80
102 7
Co 3 (Tox.-co.) Ig/ml 10" 49 2,69
102 15

0,5mldir 0/0 25,76 0/0 25,72 0/0 25,67 0/0 25,54
100 10" 0 0 0 0
102 0 0 0 0
0,5midir 0 25,76 0/0 2572 0 2567 0 25,54
75 10" 0 0 0 0
102 0 0 0 0
0,5mldir 0/0 25,76 0/0 25,72 0/0 25,67 0/0 25,54
50 10" 0 0 0 0
102 0 0 0 0
0,5mldir n/n n/n n/n n/n
25 10 n 127 n n
102 n <0,76 8 <0,72 n <0,67 n 1,29
Col (lg) 103 n n n n
WSH 104 58 576 52 572 47 567 35 5,54
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)

(,Metodele standard”,

14.1)

(2. Efectuarea testului)

Produsul testat:
Temperatura de testare:
Umiditatea relativa:
Incubatia:

Metoda:

Incércarea:

Candida albicans

Meliseptol rapid (B 15177)

31°C

55 %

72hla36°C+1°C

Dezinfectie fara actiune mecanica

0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)

ATCC 10231 Cfu in suspensia testata - Ig/mil:

Co 2 (Neutr.-co.) Ig/ml 10
102
Co 3 (Tox.-co.) Ig/ml 10"
102

8,00

57 2,72
12

7 2,89
7

0/0  5/11 >573/4,53  0/0
dir
100 o0 o o0 0o 0 0o 0 o o0
102 0 0 0 0 0 0 0 0
0,5ml 0/0 0/0 2573 0/0 0/0 25,61 0/0 0/0 25,69 0 0/0 25,63
75 dir
10" 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
Col (Ig) 10°° n n n n
WSH 104 54 5,73 41 5,61 49 5,69 43 5,63
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)
(1. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 28,6 °C
Umiditatea relativa: 50 %
Incubatia: 48hla36°C+1°C
Metoda: Dezinfectie fard actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Staphylococcus aureus ATCC 6538 Cfu in suspensia testata - Ig/ml: 9,41
Co 2 (Neutr.-co.) Ig/ml 10 141
102 17 3,17
Co 3 (Tox.-co.) Ig/ml 10" 189

102 16 3,27

0,5 ml 167/163 452 12/4 25,81 0/0 26,86 0/0 26,85
dir
100 4o 40 1 0 0
102 3 0 0 0
0,5 ml 150/144 459 28/18 2535 0 26,86 O 26,85
75 dir
10 25 6 0 0
102 2 0 0 0
0,5 ml n/n n/n 0/0 >6,86 0/0 26,85
50 dir
10 78 416 118 3,94 0 0
102 13 14 0 0
0,5 ml n/n n/n 199/172 4,28 13/11 5,47
o5 dir
10 74 418 87 4,07 45 2
102 12 5 0 n
Col (Ig) 10* n n n n
WSH 105 111 7,05 102 7,01 72 6,86 70 6,85
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)
(2. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 31°C
Umiditatea relativa: 55 %
Incubatia: 48hla36°C+1°C
Metoda: Dezinfectie faré actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Staphylococcus aureus ATCC 6538 Cfu in suspensia testata - Ig/ml: 9,24
Co 2 (Neutr.-co.) Ig/ml 10 141
102 28 3,19
Co 3 (Tox.-co.) Ig/ml 10" 142

102 20 3,17

0,5 ml dir 1771142 127/108 4,42/4,55 0/0  0/0 26,86 0/0 26,85 26,88
100 10! 35 30 0 o0 0 0 0 0
102 3 1 0 0 0 0 0
0,5 ml dir 0/0 0/0 26,93 0/0 000 2686 000 00 2685 0 000 26,88
75 10 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
Col (Ig) 104 n n n n
WSH 10° 86 6,93 73 6,86 71 6,85 75 6,88
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie
WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)
(1. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 28,6 °C
Umiditatea relativa: 50 %
Incubatia: 48hla36°C+1°C
Metoda: Dezinfectie fard actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Enterococcus hirae ATCC 10541  Cfu in suspensia testata - Ig/ml: 9,32
Co 2 (Neutr.-co.) Ig/ml 10 97
102 17 3,02
Co 3 (Tox.-co.) Ig/ml 10" 116

102 18 3,09

0,5 ml 0/0 7,04 0/0 26,98 0/0 26,95 0/0 26,87
dir
100 4o+ 0 0 0 0
102 0 0 0 0
0,5 ml 0/0 7,04 0/0 26,98 0 26,95 0 26,87
dir
[ERRT\E 0 0 0 0
102 0 0 0 0
0,5 ml n/n 0/0 26,98 0/0 26,95 0/0 26,87
50 dir
10" 67 421 0 0 0
102 11 0 0 0
0,5 ml n/n n/n 109/77 4,68 89/73 4,66
dir
25 o n n 10 4
102 69 3,20 77 3,09 2 0
Col (Ig) 10* n n n n
WSH 105 109 7,04 96 6,98 89 6,95 74 6,87
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)
(2. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 31°C
Umiditatea relativa: 45 %
Incubatia: 48hla36°C+1°C
Metoda: Dezinfectie faré actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Enterococcus hirae ATCC 10541 Cfu in suspensia testata - Ig/ml: 9,20
Co 2 (Neutr.-co.) Ig/ml 10 140 3,15
102 13
Co 3 (Tox.-co.) Ig/ml 10" 113 3,05
102 20

0,5 ml dir 5,08/5,22 0/0 0/0 27,00
100 107" 12 6 0 0 0 0 0 0
102 2 2 0 0 0 0 0 0
0,5 ml dir 4/5 5/0 6,05/6,30 1/0 0/0 7,07=27,07 0/0 0/0 26,95 0 0/0 26,94
75 10" 0 1 0 0 0 o 0 0
102 0 0 0 0 0 0 0 0
Col (Ig) 10+ n n n n
WSH 10° 100 7,00 101 7,00 90 6,95 87 6,94
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie
WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)
(1. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 28,6 °C
Umiditatea relativa: 50 %
Incubatia: 48hla36°C+1°C
Metoda: Dezinfectie fard actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Pseudomonas aeruginosa ATCC 15442 Cfu in suspensia testata - Ig/ml: 9,15
Co 2 (Neutr.-co.) Ig/ml 10 116 3,06
102 14
Co 3 (Tox.-co.) Ig/ml 10" 116 3,15
102 17

0,5 ml 2/1 561 0/0 2598 0/0 25,57 0/0 25,49
dir
100 4o 0 0 0 0
102 0 0 0 0
0,5 ml 2/1 561 0/0 2598 0 2557 O 25,49
dir
[ERETE 0 0 0 0
102 0 0 0 0
0,5 ml 4/2 0/0 2598 0/0 25,57 1/6 24,64
50 dir
10 1 531 0 0 0
102 0 0 0 0
0,5 ml n/n 77167 3,70 38/42 18/22 3,89
o5 dir
10 70 3,24 25 19 3,29 9
102 6 3 7 0
Col (Ig) 1073 n n n n
WSH 104 122 6,09 78 5,89 37 5,57 31 5,49
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)

(2. Efectuarea testului)

Produsul testat:
Temperatura de testare:
Umiditatea relativa:
Incubatia:

Metoda:

Incércarea:

Pseudomonas aeruginosa

Meliseptol rapid (B 15177)

31°C

55 %

48hla36°C+1°C

Dezinfectie fara actiune mecanica

0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)

ATCC 15442 Cfu in suspensia testata - Ig/mil:

Co 2 (Neutr.-co.) Ig/ml 10
102
Co 3 (Tox.-co.) Ig/ml 10"
102

9,18
136
16 3,14
125
15 3,10

0,5 ml dir
100 10 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
0,5 ml dir 00  0/0 2566 0/0 0/0 2571 0/0 0/0 25,68 0 0/0 25,63
75 10 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
Col (Ig) 10° n n n n
WSH 10+ 46 5,66 51 5,71 48 5,68 43 5,63
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie
WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)
(1. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 28,6 °C
Umiditatea relativa: 50 %
Incubatia: 72hla36°C+1°C
Metoda: Dezinfectie fard actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Candida albicans ATCC 10231 Cfu in suspensia testata - Ig/mil: 8,07
Co 2 (Neutr.-co.) Ig/ml 10 101 3,00
102 16
Co 3 (Tox.-co.) Ig/ml 10" 76 2,88
102 8

0,5mldir 0/0 25,84 0/0 25,83 0/0 25,86 0/0 25,79
100 10" 0 0 0 0
102 0 0 0 0
0,5midir 0 25,84 0/0 2583 0 2586 0 25,79
75 10" 0 0 0 0
102 0 0 0 0
0,5mldir 0/0 25,84 0/0 25,83 0/0 25,86 0/0 25,79
50 10" 0 0 0 0
102 0 0 0 0
0,5mldir n/n n/n n/n n/n
25 10 n 127 n n
102 n <0,84 8 1,36 n <0,86 n 1,84
Col (lg) 103 n n n n
WSH 104 69 584 67 583 73 586 62 5,79
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie

WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Activitatea bactericida pe suprafete neporoase in conditii practice (faza 2, etapa 2)
(,Metodele standard”, 14.1)
(2. Efectuarea testului)

Produsul testat: Meliseptol rapid (B 15177)
Temperatura de testare: 31°C
Umiditatea relativa: 55 %
Incubatia: 72hla36°C+1°C
Metoda: Dezinfectie faré actiune mecanica
Incércarea: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii de murdérie)
Candida albicans ATCC 10231 Cfu in suspensia testata - Ig/ml: 8,15
Co 2 (Neutr.-co.) Ig/ml 10 103 3,01
102 11
Co 3 (Tox.-co.) Ig/ml 10" 121 3,08
102 10

0,5 ml dir
100 10 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
0,5 ml dir 00  0/0 2562 0/0 0/0 2557 0/0 0/0 25,83 0 0/0 25,59
75 10 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
Col (Ig) 10° n n n n
WSH 10+ 42 5,62 37 5,57 67 5,83 39 5,59
Legenda:
cfu = unitati formatoare de colonii
RF = factor de reductie
n = nenumarabil
nd = neefectuat
(E) = inhibitie
WSH = apa cu duritate standardizata
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Traducere din limba engleza
[Sigla HygCen International GmbH]

Raportul testului 22.08.2008 - Meliseptol Rapid - B15177

Dezinfectarea suprafefei cu si fara actiune mecanica
Activitate bactericida si levuricida
Conditii de murdarie

Rezultatele testelor din acest raport al testelor are legéatura numai cu articolele testate. Acest raport al
testului nu poate sa fie reprodus decat complet, cu acordul in scris al laboratorului de testare.

[Semnatura indescifrabila]

Dr. Wilfried Puchert
Director tehnic
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FROF. DR, MED. H-P. WERNER
FACHARZT FUR HYGIENE UND MIKROBIOLOGIE

Erof Dr H-P. Wermner oo HyaCern GmbH 5500 Bischofsholen  Ausiris

B. Braun Medical AG
~ Seesatz

6204 Sempach
SCHWEIZ

2008-08-23
Prof. We

Meliseptol rapid
Surface disinfection, with and without mechanical action
Dirty conditions

EXPERTISE

Having tested the disinfectant Meliseptol rapid in accordance with the
"Standard methods of the DGHM') for testing of chemical disinfection methods”
(Status: 2001-09-01)
including the reports of the disinfectant commission of the DGHM (3/2002) as well as in the
VAH ? (5/2007

I hereby issue the following evaluation of the results from the test report of 2008-08-22
(B 15177):

~ Results of the in vitro-test
On the basis of the results of the qualitative suspension tests, the results obtained with the 4 test

germs in the following quantitative suspension tests were evaluable.

The quantitative suspension tests were carried out in spread plate technique for germ detections

- under dirty conditions.

Meliseptol rapid results in sufficient reductions (5 1g units of test bacteria S. aureus, E. hirae
and P. aeruginosa or 4 1g units of C. ablicans) '

under dirty conditions
in 50% within . 30 seconds

') DGHM = German society for Hygienc and Microbiology.
D VAH= Verbund fiir angewandte Hygiene
' . Expertise Meliseptol rapid
Page 1 of 2



Results obtained in tests simulating conditions in practice

The efficacy of the disinfectant Meliseptol rapid was tested with and without mechanical action
under dirty conditions.

Under dirty conditions without mechanical action

the concentrate within 30 seconds

and under dirty conditions with mechanical action

the concentrate within 1 minute

showed sufficient efficacy against the test germs S. aureus, E. hirae, P. aeruginosa and

C. ablicans.

Application recommendations for Meliseptol rapid
for surface disinfection

According to the results obtained, Meliseptol rapid complies with the

“Requirements Specification for Certification of Chemical Disinfection Processes” by the
disinfectant-commission of the VAH"

under dirty conditions without mechanical action as
concentrate  within 30 seconds
- and under dirty conditions with mechanical action as

concentrate  within 1 minute.

Prof. Dr. mez{.H/.-P. Werner

" VAH= Verbund fiir angewandte Hygiene
Expertise Meliseptol rapid
Page 2 of 2




Hyglen intermnational GmbH - Werksgelidnde 24 - A-5500 Bischofshofen O@% .
y PN
™ flir Hygie™

B. Braun Medical AG : Akkreditierte
Prilfstelle pach
:Seesatz GHORM EN 150 17025

und Uberwachungsstalle
nach CHIORM EN1SG 17020

| 6204 Sempach ; ORYA-92 Fiarilag- 200y
SCHWELZ N

Bischofshofen, 22.08.2008

Labor-Nr. / Identification of the test laboratory: B 15177, B 619
Priifprodukt / Test product: Melisepto! rapid
Chargen-Bez. / Baich number: Lot. 7223M14 (B 15177)

Rezeptur 1/2/01/23; 24.11.99; Formulierung (3) (B 619)
Hersteller / Manufacturer: B. Braun Medical AG
Aufiragsdatum / Date of order: 2008-07-15 (B 15177), 2000-01-13 (B 619)
Materialeingang / Date of delivery: 2008-07-21 (B 15177), 2000-01-17 (B 619)

Wirkstoff{e} laut Hersteflerangabe / dctive ingredient(s): in 100g:  50g Propan-1-ol
0,075g Didecyldimethylammoniumchlorid

Aussehen / Appearance: klare farblose Flissigkeit / clear colourless liguid
Geruch / Odour: aromatisch / aromatically
pH-Werte / pH-values: B 15177:
cone.: ) 6,93
50 % in WSH"; 8,48
Neutratisationsmittel / Neutralizer: 3,0% Tween 80 + .0,3% Lezithin + 0,1% Histidin + 0,5% Na-

Thiosulfat (TLH-Thio) / 3.0% polyserbate 80 + 0.3% lecithine +
0.1% histidine + 0.5% sodium-thiosulphate (TLH-Thio)

Priifzeitranm / Period of analysis: 2008-67-31 to 2008-08-20 and 2000-01-17 to 2000-02-28

Methodik / Method: Standardmethoden der DGHM zur Priifung und Bewertung chemischer
Desinfektionsverfahren (Stand: 01.09.2001) inklusive Mitteilungen der
Desinfektionsmittel-Kommission der DGHM (3/2002) sowie im VAH
(572007) /
Standard methods of the DGHM® for Testing Chemical Disinfection
Procedures ** (2001-09-01) including the reports of the disinfectant
commission of the DGHM (3/2002) as well as in the VAH (5/2007)

Y water of standardised hardness

% German society for hygiene and microbiology
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Bakteriostatische und fungistatische Wirkung sowie geeigneter Neutralisatio
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Bacteriostatic and Fungistatic Effectiveness as well as of Adequate Neutralising Agents

{,.Standardmethoden® / , Standard methods*, 7)

Priifprodukt / Test product:

Raumtemperatur / Room temperature:
Relative Feuchte / Relative humidity.
Inkubation / Incubation:

KBE der Ausgangskeimsuspensionen / Cfit of the test suspensions (1g/ml)

Staphviococcus aureus ATCC 6538

Enterococcus hirae ATCC 10541
Escherichia coli K12 NCTC 10538
Proteus mirabilis ATCC 14153
Pseudomonas aeruginosa ATCC 15442
Candida albicans ATCC 10231

Meliseptol rapid (B 619)

Priifung/testing E. hirae (B 15177)

26 °C
52 %

48h at 36°C (C. albicans 30 °C) + 1°C

8,17
8,20
8,03
8,28
8,57
8,11

. 'Q‘
g o
s o rod

Ohne Neutralisationsmittelzusiitze / Without Neutralizer
S. aureus - - -
E. hirae . - -
E. coli - - -
P mirabilis - - -
P, aeruginosa - - -
C. albicans -

A

3,0% Tween 80 + 0,3% Lezithin + 0, I% Cystein (TLC}

S. aureus -
E. hirae - - -
E. coli - - +
P. mirabilis - - +
P. geruginosa - - -
C. albicans -

3.0% polysorbate 86 + 0.3% lecithine + 0.1% cysteme (T L0

+

+ 4

o+ o+ o+ o+

+ 4+ + 4+

+F o

+ o4+ o+

+ 4+ + + + o+

+ 4+ + + + +

o+t

+ o+ o+

S. aureus - - -
E. hirae - - -
E. coli . - - -
P mirabilis - - -
P. aeruginosa - - -
C. albicans - - -

3,0% Tween 80 + 3,0% Saponin + 0,1% ]E[lstldm +9, 1% Cystem (FSHC)
3.0% polysorbate 80 + 3.0% saponine + 0.1% histidine + 0,1% cysteine (TSHC)

+
e

+ + 4

+ o+ 4+

+ 4+ +++

o+ o+ o+

o+ o+ o+ o+ o+

S. qureus - - -
E. hirae - - -
E. coli - - +
P. mirabilis - - +
P. aeruginosa - - -
C. albicans - - -

+

+ 4+ 4+

+

+ 4+ + +

+

+ 4+ + o+

3,0% Tween 80 + 0,3% Lezithin + 0,1% Histidin + 0,5% Na-Thiosulfat (TLH-Thio)
3.0% polysorbate 80 + 0.3% lecithine + 0.1% histidine + 0.5% sodium-thiosulphate (TLH-Thio)

+

+ o+t

+

+ 4+ + + +

+

+ + + + +

+

+ 4+ + o+

+

o+ o+ o+ o+

ok b+

+ = Triibung infolge Keimvermehrung / growth of test-organism

Neutralisationskombination in den weiteren Versuchen / Neutralizer for further tests:
3,0% Tween 80 + 0,3% Lezithin + 0,1% Histidin + 0,5% Na-Thiosulfat (TL.H-Thio)

- =fehlende Triibung / no growth of test-organism

3.0% polysorbate 80 + 0.3% lecithine + 0.1% histidine + 0.5% sodium-thiosulphate (TLH-Thic)
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Bakterizide und fungizide Wirkung im qualitativen Suspensionsversuch / ., g™
Bactericidal and Fungicidal Effectiveness in the Qualitative Suspension Test

(,,Standardmethoden“ / , Standard methods *, 8)

Priifprodukt / Test product; Meliseptol rapid (B 619)
Priifung/testing E. hirae (B 15177)

Versuchstemperatur / Test temperature: 20°C

Inkubation / Incubation: 48 h at 36 °C (C.albicans 30 °C) + 1°C

Versuch ohne organische Belastung / Test without organic load

KBE der Ausgangskeimsuspensionen / Cfu of the test suspensions (1g/ml)
Staphylococcus aureus ATCC 6538 9,17
Enterococcus hirae ATCC 10541 9,20
Escherichia coli K12 NCTC 10538 9,03
Proteus mirabilis ATCC 14153 9,28
FPseudomonas aeruginosa ATCC 15442 9,57
Candida albicans ATCC 10231 8,11

Y. aureus 75 - - - R
50 - - - -
25 - - - -
10 + + + +

¥, hirae 75 - - - -
50 - - - -
25 - - - -
10 + + + +
E. coli 75 - - - -
50 - - - -
25 - - - -
10 + + + +
P, mirabilis 75 - - - -
50 - - - -
25 - - - -
10 + + + -
P. acruginosa 75 - - - -
50 - - - -
25 - - - -
10 + + + +
C. albicans 75 - - - -

50 - - - -
25 - - - -

10 + + + -
+ = Triibung infolge Keimvermehrung / growth of test-organism - = fehlende Tritbung / no growth of test-organism

Die Kontrollen in WSH nach 15 Minuten waren positiv. / Controls in WSH afier 15 minutes were positive.
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Bakterizide Wirkung im quantitativen Suspensionstest /

Bactericidal Effectiveness in the Quantitative Suspension Test

( . Standardmethoden” / “Standard methods™, 9.1)

Priifprodukt / Test product: Meliseptol rapid (B 15177)
Versuchstemperatur / Test temperature:  20°C
Inkubation / Incubation: 48h at 36°C = 1°C
Methodik / Method: Verdiinnungs-Neutralisations-Verfahren /Dilution neutralisation method
Belastung / Loading: mit §,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung} /
0.3% albumine + 0.3% sheep ervthrocytes (dirty conditions)
Staphylococcus aureus ATCC 6538 Ansgangskeimsuspension / 9.33
Cfit in the test suspension - lg/mi:
0 67
Co 2 (Neutr.-co.) - lg/mt 10‘? 20 3,46
107 177
Co 3 (Tox.-co.) - lg/ml 102 32 3,51

27,20

21731 2720

50

27,15

> 7,06

2731 >17,20

25

= T,15

>17,06

6,46 2720

-1
10 10

o
—]
=

Co =y o oo oeoooe o e

27115

oo oeoo oo e e o oo

>7,06

Col(lg) o4

WSH n

10° 203 7.31 1

th 2

9 7,20 141

7,15

114

7,06

Legende / Legend;

RF Reduktionsfaktor

n nicht zihlbar n = not countable
‘nd = nicht durchgefiihrt nd = not done

(E) = Eigenhemmung (E) = inhibition

o

KBE =Koloniebildende Einheiten cfis = colony forming units
RF = reduction factor

WSH = Wasser standardisierter Harte WSH  =water of standardised hardness
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Bakterizide Wirkung im quantitativen Suspensionstest /

Bactericidal Effectiveness in the Quantitative Suspension Test

( Standardmethoden® / “Standard methods*, 9.1)

e, b
U fi et

Priifprodukt / Test product; Meliseptol rapid (B 15177)
Versuchstemperatur / Test temperature:  20°C
Inkubation / fncubation: 48h at 36°C £ 1°C
Methodik / Method: Verdimmungs-Neutralisations-Verfahren /Dilution neutralisation method
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)
Enterococcus hirae ATCC 10541 Ausgangskeimsuspension / 0.17
Cfu in the test suspension - lg/ml: : :
107 147
Co 2 (Neutr.~co.) - 1g/ml 102 20 3,18
107 161
Co 3 (Tox.~co.) ~ Ig/ml 107 20 3,22 i

= 7,17 27,11

27,09

75

=717 =717 27,11 =700

50

=717 =717 217,11 27,09

25

5,97 6,57 > 17,11 217,09
10
10

107

10

™y
=
=
csshlecocios s sleoes o ol
o chleoooo|le e e slee ol
coooleeeeless ol oo olR
cocccosaslocess e

C%}S%g) 10" n n n n

10 147 7,17 147 . 717 130 7,11 122 7,09

Legende / Legend:
KBE = Koloniebildende Einheiten cfie = colony forming units

RF Reduktionsfaktor RF = reduction factor

n nicht z&hlbar n = not countable

nd = nicht durchgefiihri nd = not done

(E) = Eigenhemmung (E) = inhibition

WSH = Wasser standardisierter Hirte WSH = water of standardised hardness
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Bakterizide Wirkung im guantitativen Suspensionstest /

*»;b
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Bactericidal Effectiveness in the Quantitative Suspension Test

{ ..Standardmethoden® / “Standard methods®, 9.1}

Priifprodukt / Test product: Meliseptol rapid (B 15177)
Versuchsterperatur / Test temperature:  20°C
Inkubation / Incubation: 48h at 36°C & 1°C
Methodik / Method: Verdiinnungs-Neutralisations-Verfahren /Dilution neutralisation method
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)
Psendomonas aeruginosa ATCC 15442 Ausgangskeimsuspension / 926
Cfu in the test suspension - lg/ml: ’
10! 140
Co 2 (Neutr.-co.) - 1g/ml 10.? 22 3,17
10 128
Co 3 (Tox.-c0.) - Ig/m] 102 21 3,13

)

27,15

0 0 27,08 0 7,04 0 =707
0 0 0 0
7 0 0 6 0
0 0 0 0
0 =715 0 =708 0 =704 0 27,07
0 0 0 0
50 0 ¢ ¢ 0
0 0 0 0
n n 121 4,96 ] =707
25 n 33 4,56 14 0
52 343 4 2 0
4 1 0 0
) n n n n
10 n n n n
10 107 n n n n
102 n <1,15 n <1,08 n <1,04 n <1,07
C$S(Il{g) 10 n n n n
10° 140 7,15 120 7,08 110 7,04 118 7,07
Legende / Legend:
KBE = Kolonighildende Einheiten cfu = colony forming unils
RF = Reduktionsfaktor RF = reduction factor
n = nicht z&hlbar n = not countable
nd = nicht dorchgefithre nd = not done
(E) = Eigenhemmung (E) = infibition
WSH = Wasser standardisierter Hirte WSH = water of standardised hardness
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Bakterizide Wirkung im guantitativen Suspensionstest /

Bactericidal Effectiveness in the Quantitative Suspension Test

( ,.Standardmethoden® / “Standard methods*, 9.1)

Priifprodukt / Test product: Meliseptol rapid (B 15177)
Versuchstemperatur / Test temperature:  20°C
Inkubation / Incubation: 48h at 30°C + 1°C :
Methodik / Method: Verdiinnungs-Néutralisations- Verfahren /Dilution neutralisation method
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)
Candida albicans ATCC 16231 Ausgangskeimsuspension / 8.1
Cfu in the test suspension - lg/mi: ?
107! 83 2,92
Co 2 (Neutr.-co.) - lg/ml 10.? 14
107 102 3.01
Co 3 (Tox.-co.) - 1g/ml 107 10

> 5,09

> 6,11

=617 = 6,11 26,03 = 5,99

50

oo e

25

®E D Eleee sl e

[y
-]
=
~¥
=
—
h
\,l—l
o8
b~

<0,17 <11

10

ek
=
N
BREREIERREESOCOOOOS o
I BB NN R

[~ I - I

10° <0,17 <0,11

Col (lg)

WSH 10?2 n n n

10™ 148 6,17 130 6,11 108 6,03 98 5,09

=]

Legende / Legend:
- KBE =XKoloniebildende Einheiten . cfu = colony forming units

RE Reduktionsfaktor _ RF = reduction factor

n nicht zhlbar _ n = nof countable

nd = nicht durchgefithrt nd = not done

(E) = Eigenhemmung (E} = inkibition

WSH = Wasser standardisierter Hiirte WSH = water of standardised havdness

I ¥
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Flichendesinfektion — praxisnaher Versuch auf nicht porésen Oberfliichen

Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)
(.Standardmethoden® / “Standard methods”, 14.1)

(1. Durchgang / 1. Test run)

Priifprodukt / Test product: Meliseptol rapid (B 15177)
Versuchstemperatur / Test temperature: 26,4°C
Relative Feuchte / Relative humidity: 46 %
Inkubation / Incubation: 48h at 36°C £ 1°C
Methodik / Method: Flachendesinfektion ohne Mechanik /
Disinfection without mechanical action
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)
Staphylococens aureus ATCC 6538 Ausgangskeimsuspension / 9.25
Cfiu in the test suspension — lg/ml: *
10 157
Co 2 {(Neutr.-co.) —1g/ml 102 17 3,20
107 159
Co 3 (Tox.-co.) — 1g/ml 102 19 3,21

“05midir . 00 2692 00 2630 0/0 > 6,67 00  >644
100 107! 0 0 0 0
102 0 0 0 0
0,5ml dir 0/0 26,92 0/0 > 6,80 0/0 2 6,67 0/0 = 6,44
75 10! 0 0 _ 0 0
107 0 0 0 ]
0,5ml dir 0/0 >6,92 0/0 = 6,80 0/0 > 6,67 0/0 > 6,44
50 10! 0 0 0 0
107 0 0 0 0
_ 0,5ml dir wn nm 201/326 3.0 0/0 26,44
25 107 n n 30 > 0
1072 n <0,92 n < 0,80 7 0
Col (1g) WSH 10 n n n 278 644
10° 84 6,92 63 6,30 47 6,67 23 4
Lgpende f Lependr
KBE = Kelmmichildmde Sinbiciten ofit = celony forming umits
RF = Rafuklionstiidor RF = reduction facer
b ] = nicht 28hlbar n = hot coumlable
nd « ticht derchgefihn L) % rot dere
{E} = Eigmhanmuog {E} = jnhibision
WEH = Wasser siendardisierter Harpe HEH = waier of standordised hardness
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Fliichendesinfektion — praxisnaher Versuch auf nicht porssen Oberflichen / Deterr on o
Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)
(wStandardmethoden* / “Standard methods”, 14.1)
(2. Durchgang / 2. Test run)
Priifprodukt / Test product: Meliseptol rapid (B 15177)
Versuchstemperatur / Test temperature; 31°C
Relative Feuchte / Relative humidity: 55%
Inkubation / Incubation: 48h at 36°C £ 1°C
Methodik / Method: Flachendesinfektion ochne Mechanik /
Disinfection without mechanical action
Belastung / Loading: mit ¢,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep ervthrocytes (dirty conditions)
Staphylococcus aureus ATCC 6538 Ausgangskeimsuspension / 9.16
Cfit in the test suspension — Ig/ml: i
100 108
Co 2 (Neutr.-co.) —lg/ml 1 0_;:, 19 3,06
10 108
Co 3 (Tox.-c0.) - lg/ml 102 16 3,05
05mldir 00 00 =676 00 00 2671 00 00 >666 00 00 >679
100 107 0 0 0 0 0 0 0 o
10 0 0 0 0 0 0 0 0
0,5ml dir 04 0/ 26,76 00 00 =6,71 0/0  0/0 = 6,66 00  0/0 > 6,79
75 10 ¢ 0 o 0 ¢ 0 0 0
107 0 0 0 0 ¢ 0 0 0
Col (Igy WSH 10 n n n n
107 58 6,76 51 6,71 46 6,66 62 6,79
lmndeflrgm_‘:
XEBE = Koloniehitdende Einheiten & = cofony forming umils
RF = Resduktionsfaktor RBF w redustion facter
1 = nicht adhibar n = il cartabie
nd = nicht dm_hgeﬁhn nd = mat done
(E} = Eigenbemmung. [r} * inhibition
WSH = Wasser slendardisierter Hine WsH = water of stardurdized hardness
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Flichendesinfektion — praxisnaher Versuch auf nicht porésen Oberfliichen / Determination o,

Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)

(wStandardmethoden® / “Standard methods”, 14.1)
(1. Durchgang / 1. Test run)

Priifprodukt / Test product. Meliseptol rapid (B 15177)
Versuchstemperatur / Test temperature: 26,4°C
Relative Feuchte / Relative humidity: 46 %
Inkubation / Incubation: 48h at 36°C = 1°C
Methodik / Method: Fliachendesinfektion ohne Mechanik /
Disinfection without mechanical action
Belastumg / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)
Enterococcus hirae ATCC 10541 Ausgangsketmsuspension / 9.30
Cfit in the test suspension — lg/ml: ’
-1
Co 2 (Neutr.-co.) -lg/ml e 878 2,54
107 74 2,87
Co 3 (Tox.-co.) - Ig/ml 102 10
0,5mt dir 0/0 = 6,68 0/0 26,56 0/0 =6,35
100 10! 0 0 0
1072 0 0 0
0,5ml dir 0/ = 6,85 = 6,68 0/0 > 6,56 0/0 2635
75 10" 0 0 0
107 0 0 0
0,5ml dir 0/0 = 6,85 = 6,08 0/0 = 6,56 0/0 = 6,35
50 10! 0 0 0
10 0 0 0
0,5ml dir n/n 19/24 493 0/0 = 6,35
25 10" n 3,58 3 0
102 n < 0,85 0 0
Col (ig) WSH 10 n ' n n 219 638
10° 71 6,85 48 6,68 36 6,56 28 ’
Leegende / Legend:
: KBE = Kolenichildende Einheiten cfir = codony farming unics
®F = Redukrionsiikdor RF = redtreilon facor
n = nichi p@hlbar n = et countahle
nd = pich! durchgefihri md = et done
{E) = Bipenhemnnmg: fid] = inribition
WEH = Whasser gendadisicrier Hirte W’SH = warer of Siandardised kardness
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Flichendesinfektion — praxisnaher Versuch auf nicht pordsen Oberfliichen Determingtion o

Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)

G.Standardmethoden® / “Standard methods™, 14.1)

(2. Durchgang / 2. Test run)

Priifprodukt / Test product:
Versuchstemperatur / Test femperature:

Relative Feuchte / Relative humidity:
Inkubation / Incubation;

Methodik / Method:

Belastung / Loading:

Enterococeus hirae ATCC 10541

Meliseptol rapid (B 15177)

30°C

45 %

48h at 36°C £ 1°C

Flachendesinfektion ohne Mechanik /

Disinfection without mechanical action

mit 0,3% Albumin + 0,3% Schaf-FErythrozyten (hohe Belastung) /
0.3% albwmine + 0.3% sheep erythrocytes (dirty conditions)

Ausgangskeimsuspension / 9.19

Cfie in the test suspension — lg/ml. ’
100 130

Co 2 (Neutr.-co.) —lg/ml 10.;: 20 3.13
10 144

Co 3 (Tox.~¢co.) — lg/ml 102 21 3,18

6/7 00 5,71/6,82

100 107 6 0 6 0
10° 0 0 0 0
0,5ml dir 0/0  0/0 = 6,82 0/0  0/0 =6,85 0/0  0/0 26,64 040 0/} = 6,00
75 10" 0 0 () 0 0 |
1072 0 ¢ 0 0 0 0 0 0
Col (Ig) WSH 10 1 n B n
10° 66 6,82 70 6,85 44 6,64 40 6,60
Legende { Fepend:
KBE = Kelmietildemde Einheiten ofie = colony forming wnits
¥ = Redukiicosfikior RF = wreduction facler
n = nichl 28hlbar ] = et curetiable
nd = picht chrchgefihn = oot done
(E) = Efgenbemmung £ = inthibition
WsH = Wasser standirdisierter Hiing HIH = warer of standardffced harduess
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Flichendesinfektion — praxisnaher Versuch auf nicht pordsen Oberfliichen / Defermination o,
Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)

(.Standardmethoden® / “Standard methods”, 14.1)

(1. Durchgang / 1. Test run)

Priifprodukt / Test product: Meliseptol rapid (B 15177)
Versuchsterperatur / Test temperature: 26,4°C
Relative Feuchte / Relative humidity: 46 %
Inkubation / Incubation: 48h at 36°C + 1°C
Methodik / Method: FHachendesinfektion ohne Mechanik /
Disinfection without mechanical action
Belastung / Loading: mit §,3% Albumin + 0,3% Schaf-Erythrozyien (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)
Pseudomonas aeruginosa ATCC 15442 Ausgangskeimsuspension / 9.22
Cfu in the test suspension — lg/ml: ?
10’ 223
Co 2 (Neutr.-co.) —lg/ml 102 26 3,35
10" 109
Co 3 (Tox.-co.) — lg/ml 107 15 3,05

__0,51;“1_ - '2635 i 52'6;36 e éﬁ',&o‘ plte. fz'6,30 5
100 107 0 0 0
102 0 0 0
0,5ml dir = 6,35 0/0 > 6,36 0/0 > 6,40 0/0 > 6,30
75 107! 0 0 0
102 0 0 0
0,5ml dir 66/52 425 0/0 > 6,36 0/0 > 6,40 0/0 > 6,30
50 10" 19 , 0 0 0
107 0 0 0 0
0,5ml dir 184/196 377 0/0 > 6,36 0/ > 6,40 0/0 > 6,30
25 10" 40 ’ 0 0 0
102 3 0 0 0
Col (Ig) WSH 107 217 234 256 204
10 29 6,35 20 6,36 19 6,40 16 6,30
Legends { Legend: .
KBE = Kaolotiebildende Einliciten efte = colony farming unrits
RF m Redubdicnslalame RF = reduciion facior
] =wnicht zEh]har 7 = [ coumlablz
il =nichi durchgeffhri nf = ngt dene
(E) = Eipenthegatumy, i = [rhibition
W5SH = Wasser standardisiorter Hirte REH = weter of stondavdised hardness
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Flichendesinfektion —

; at
Bactenadal al_Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)

praxisnaher Versuch auf nicht porisen Oberflichen '.

(Standardmethoden® / “Standard methods”, 14.1)
(2. Durchgang / 2. Test run)

Priifprodukt / Test product;

Versuchstemperatur / Test temperature:
Relative Feuchte / Relative humidity:

Inkubation
Methodik /

Belastung /

! Incubation:
Method:

Loading:

Pseudomonas aeruginosa

ATCC 15442

Meliseptol rapid (B 15177)

31°C
355%

48h at 36°C £ 1°C
Flachendesinfektion ohne Mechanik /
Disinfection without mechanical action

mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belashmg) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)

Ausgangskeimsuspension /
Cfit in the test suspension

Co 2 (Neutr.-co.} —lg/ml

Co 3 (Tox.-c0.) —

lg/ml

— lg/ml:

10
107
10
107

9,15

0S5midir 00 00 =615 00 00 =608 00 00 =600 00 00 >58
100 101 ] 6 0 0 0 0 0
1072 0 ¢ 0 0 0 0 0
0,5ml dir 80 00 2615 0/0 00 2608 G0 0/0 =600 00 00 >583
75 107! 0 0 @ 0 0 0 0
102 0 0 0 0 @ 0 0
Col (Ig) WSH 107 n an n n
10 140 6,15 121 6,08 160 6,00 68 5,83
Legenife{ Legend:
KBE = Koloniebildeode Binheilen cfit = golomy forming units
RF = Reduldionsfikior RF = reduction focior
n = mighl z@bhar # = He counlable
nd = michi dwrchgefihrt = not done
{Ej = Eigenhemniung {E} = fuithirtor
W5H = Waser standarlisicrier Hine WEH

Prifbericht B 15177
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Flichendesinfektion — praxisnaher Versuch auf nicht porisen Oberfliichen 1’ Fi err, aﬁ%n 0

Bactericidal Activity on non perous Surfaces under Practical Conditions (phase 2, step 2)
(.Standardmethoden® / “Standard methods™, 14.1)

(1. Durchgang / 1. Test run)

Priifprodukt / Test product:

Versuchstemperatur / Test temperature:

Relative Feuchte / Relative humidity:
Inkubation / fncubation:
Methodik / Method:

Belastung / Loading:

Candida albicans

ATCC 10231

Meliseptol rapid (B 15177)

26,4°C

46 %

72h at 30°C + 1°C

Flachendesinfektion ohne Mechanik /
Disinfection without mechanical action

mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep ervthrocytes (dirty conditions)

Ausgangskeimsuspension /
Cfut in the test suspension - Ig/ml

-1
Co 2 (Neutr.-co.) ~lg/ml ig.z
-1
Co 3 (Tox.co.) — Ig/ml igg

63

49
15

8,20

280

2,69

" 0,5mldir 00 2572 00 2567 00 =554
100 107 0 0 0
102 ] 0 0
0,5ml dir > 5,76 0/0 2572 0/0 > 5,67 0/0 = 5,54
75 107! 0 0 0
102 0 0 0
0,5ml dir 0/0 =576 0/0 =572 0/0 > 5,67 0/0 > 5,54
50 16 0 0 0 0
102 0 0 0 0
0,5mi dir n/n n/n n/n n/n
25 10" n n n n
107 n <0,76 n <0,72 n <{),67 179 1,29
Col (lg) WSH 107 n n n n
10 58 5,76 52 5,72 47 5,67 35 5,54
Legende ) bepend:
KBE = Kolotrichildende Einboitm o = calony forming units
RF = Reshibinosiakiny RF = vedurtion foer
o = nicht z3hlbar n = ey commtaile
d = wicht durchgefillet nd " =it done
(E} = Eigenhemmung [ry} = inhibition
WSH = Wassr slanderdisiener Hire WEH = wartzr of siawdardised hardness
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Flichendesinfektion — praxisnaher Versuch auf nicht porisen Oberfliichen
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Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, s?égw 2)
{.Standardmethoden* / “Standard methods”, 14.1)

(2. Durchgang / 2. Test run)

Priifprodukt / Test product:
Versuchstemperatur / Test temperature:

Meliseptol rapid (B 15177)

31°C
Relative Feuchte / Relative humidity; 55%
Inkubation / Incubation: 72h at 30°C x 1°C
Methodik / Method: Flachendesinfektion obne Mechanik /
Disinfection without mechanical action
Belastung / Loading: mit (,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)
Candida albicans ATCC 10231 Ausgangskeimsuspension / 8.00
Cfit in the test suspension — lg/mi: ?
10 57 2,72
Co 2 (Neutr.-co.) -lg/ml 102 12
-1
Co 3 (Tox.-co.) - lg/ml W, 289
10 7
SRR sEmme e Uplgles A caioplates o
0,5ml dir =561 00 06 2569 04 00 >563
100 10" 6 0 0 0
107 ¢ 0 0 @
0,5l dir 00  0/6 =573 00 00 25,61 0/¢ 6/ 25,69 80 0/ =5,03
75 10! 6 0 0 0 0 0 0 0
10° 0 0 0 0 0 0 0 0
Col (lg) WSH 1073 n n n n
10 54 5,73 41 5,61 49 5,69 43 5,63
ende nd:
KRBE = Koloniebildende Einheten it . = caloHy farming wunirs
RF  Reduktiomefsio ’F = reducilon factor
o = mighl zFhIhar n = mar comrtiahle
od =nichi darchgefihn nd = ot done
{E) = Eigenhemmumg & = inhibition
W5H = Wasser standardisierter Hane Wi = water of simrdardived hardiess
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Fliichendesinfektion — praxisnaher Versuch auf nicht porésen Oberfliichen / Determination o

Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)

Standardmethoden® / “Standard methods”, 14.1
(1. Durchgang / 1, Test run)

Prisfprodukt / Test product: Meliseptol raptd (B 15177)
Versuchstemperatur / Test temperature: 28.6°C
Relative Feuchte / Relative humidity: 50%
Inkubation / Incubation: 48h at 36°C + 1°C
Methodik / Method: Wischdesinfektion / Disinfection with mechanical action
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes {dirty conditions)
Staphylococcus aurens ATCC 6538 Ausgangskeimsuspension /
_ > . ) 9,41
Cfit in the test suspension — lg/ml.
0 147
Co 2 {(Neutr.-co.} —lg/ml 10.? 17 317
10 189
Co 3 (Tox.-co.) — lg/ml TE 16 327

S <ol
0.5mldir  167/163 o 12/4 581 0/0 > 6,86 0/0 > 6,85
100 101 40 ’ 1 0 0
107 3 0 0 0
05mldir  150/144 28/18 535 0/0 26,86 0/0 > 6,85
75 10" 25 ’ 6 0 0 ;
102 2 0 0 0 ;
0,5ml dir n/n n/n 0/0 > 6,36 0/0 > 6,85 %
50 10" 78 4,16 118 3,94 0 0
102 13 14 0 0
0,5mt dir wn n/n 199172 g 13/11 547
25 10! 74 4,18 87 4,07 45 ’ 2
1072 12 5 5 0
Col (Ig) WSH 107 n n n n
10 111 7,05 102 7,01 72 6,86 70 6,85
Lepende f Lapand:
KEE = Kolonichildende Einheiten ofu = cofony forming wils
RF = Reduktionsiakior RF = peduction factor
o = nichl z@hthar " = mat countable
i = njcht durchgefahn ) et = i done
[£:) = Eipenheintiuny _ . &) » infibition
WSH - Wasser stamdardivierter Haric ) Wi = warter f starndardised harduess
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Fliichendesinfektion — praxisnaher Versuch auf nicht pordsen Oberfliichen
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Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)
L.Standardmethoden® / “Standard methods”, 14.1)

(2. Durchgang / 2. Test run)

Priifprodukt / Test product:
Versuchstemperatur / Test temperature:
Relative Feuchte / Relative humidity:

Meliseptol rapid (B 15177)
31°C
5%

Inkubation / Incubation: 48h at 36°C + 1°C
Methodik / Method: Wischdesinfektion / Disinfection with mechanical action
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep ervihrocytes (dirty conditions)
Staphylococcus aurens ATCC 6538 Ausgangskeimsuspension /
; . 9,24
Cfit in the test suspension - ig/ml.
107 141
Co 2 (Neutr.-co.} —lg/mi 102 8 319
10! 142
Co 3 (Tox.~co.) ~ lg/ml 102 20 317
e plan iate. ate: plate
0,5ml dir e B 4.42/4.55 0/6 0/ = 6,86 0/0  0/0 > 6,85 00 0/¢ = 6,88
100 10 35 38 U7 0 0 0 0 00
107 301 0 0 0 o 0 o
0.,5ml dir 00 0/ 26,93 ¢/0  8/¢ = 6,86 00 0/ = 6,85 0/0 0/0 > 6,88
75 107 6 ¢ 0 0 0 o 0 0
10 ¢ 0 0 0 6 0 6 0
Col (lg) WSH 107 n n n n
107 86 6,93 73 6,86 71 6,85 75 6,88
Legende Ergent:
KBE = Katanietildende Einhcilen ol = eilony forming unils
RF = Redukdionsfaktor RF = reduriion frcior
n = nicht zHhlbar n = ol coumtable
nd = nicht chrthpefihr nd = kot done
{E¥ = Eigmbemmung (& = irhibition
WSH = Wasser standardisierter Hirte s = water of sindardised bardness -
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Flichendesinfektion — praxisnaher Versuch auf nicht porésen Oberfliichen
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Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)
(wStandardmethoden® / “Standard methods”, 14.1)

(1. Durchgang / 1. Test run)

Priifprodukt / Test product:
Versuchstemperatur / Test femperature:
Relative Feuchte / Relative humidity:
Inkubation / Incubation:

Methodik / Method:

Belastung / Loading:

Enterococcus hirae ATCC 10541

Meliseptol rapid (B 15177)

28,6°C

50 %

48h at 36°C £ 1°C

Wischdesinfektion / Disinfection with mechanical action

mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep ervthrocytes (dirty conditions)

Ausgangskeimsuspension / 032

Cfu in the test suspension — lg/iml: i
10" 97

Co 2 (Neatr.-co.) —lg/ml 1 0.? 17 3,02
10 116

Co 3 (Tox.-co.) — lg/ml 1072 18 3,09

0,5ml dir 0/0 > 7,04 0/0 > 6,98 00 2695 00 >6487
100 10! 0 0 0 0
107 0 0 0 0
0,5ml dir 0/0 > 7,04 0/0 > 6,98 0/0 > 6,95 0/0 > 6,87
75 10" 0 0 0 0
107 0 0 0 0
0,5ml dir n/n 0/0 > 6,98 0/0 > 6,95 0/0 > 6,87
50 10! 67 4,21 0 0 , 0
107 11 0 0 0
0,5ml dir n/n n/n 109/77 4,68 89/73 4,66
25 107 n n 10 4
1072 69 3,20 77 3,09 2 0
Col (lg) WSH 10 n n n n
10°% 109 7,04 96 6,98 89 6,95 74 6,87
Legende ! Lopend;
KBE w Kolonichildende Binheiten ot = celony forming umiis
RF = Reduktionsfakior RF = reditciion factor
n = pichil zihlbar L] = pot couniatfe
. ood = nicht darchgefihtt nd = nor done
E) = Figenhemmung {E) = inhibition
WSH = Wasser standardisierter Hime R5H = waier gf stendardised hardness
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Flichendesinfektion — praxisnaher Versuch auf nicht porésen QOberflichen / Dwﬁf{n@ign of
Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)

(,Standardmethoden® / “Stapdard methods”, 14.1

(2. Durchgang / 2. Test run)

Priifprodukt / Test product:
Versuchstemperatur / Test temperature:
Relative Feuchie / Relative humidity:
Inkubation / Incubation.

Methodik / Method:

Belastung / Loading:

Enterococcus hirae ATCC 10541

Meliseptol rapid (B 15177)
30°C

45 %

48h at 36°C = 1°C

Wischdesinfektion / Disinfectior with mechanical action
mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)

Ausgangskeimsuspension /
Cfit in the test suspension — lg/mi:

Co 2 (Neutr.-co.) —lg/ml

Co 3 (Tox.-co.) —1g/ml

10"
10%
10
1072

9,20
140 3,15
13
113 3,05
10

A Sk plate 7 : aplat lase
0.5ml dir 4538 373 5,08/522 0/0 0/ =7,00 00 0/0 0/0  0/0 =6,94
100 107 12 6 0 o 0 ¢ 0 0
107 2 2 0 0 0 0 0 0
0,5mli dir 45 50 6,05/6,30 1/0 /0 7,00=7,00 0/0 0/6 = 6,95 0/0 610 =694
75 10 0 1 0 0 0 0 0 o
10 0 0 ¢ 0 00 0 o
Col (Ig) WSH 10 n n n 1
10° 100 7,00 101 7,00 90 87 6,94
Legende / fepangd:
KBE = Kedoaichikiende Einheiten ofie = cafony formting units
RF = Feduldionsfktor R = reducilon factor
o = nicin zthlhar H = no! courtable
nd = gicht durchgefibn nd = not dons
(E) = Eigenhemmung, (E} = Infibition
WEH = Wasser stedardistenier Harte WEH = weter of standerdized hardness
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Flichendesinfektion — praxisnaher Versuch auf nicht porésen Oberflichen ID ermi

Bactericidal Activity on non porous Sur[aces under Practical Conditions (phase 2, step gz

(;,Standardmethoden* / “Standard methods”, 14.1)
(1. Durchgang / 1. Test run)
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Priifprodukt / Test product: Meliseptol rapid (B 15177)

Versuchstemperatur / Test temperature: 28,6°C

Relative Feuchte / Relative humidiiy: 50 %

Inkubation / Incubation: 48h at 36°C + 1°C

Methodik / Method: Wischdesinfektion / Disinfection with mechanical action
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /

0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)

Pseudomonas aer&ginosa ATCC 15442 Ausgangskeimsuspension / 9.15
Chiu in the test suspension — lg/ml. ?
10 116 3,06
Co 2 (Neutr.-co.) ~lg/ml 1 O_j 14
107 141 3,15
Co 3 (Tox.-co.) — lg/ml 102 17

0,5ml dir 5,61 5,08 5,57 > 5,49
100 107! 0 0 0 0
102 0 0 0 0
0,5mi dir 2/1 5,61 0/0 >598 0/0 =5,57 0/0 2549
75 10! 0 0 0 ]
162 0 0 0 0
0,5ml dir 4/2 531 0/0 > 5,98 0/0 > 5,57 1/6 4,64
50 101 1 0 0 0
102 0 0 0 0
0,5ml dir nn 717167 370 38/42 18/22 3,89
25 10! 70 3,24 25 s 19 3,29 9
1072 6 3 7 0
Col (Ig) WSH 107 n n n n
107 122 6,09 78 5,89 37 5,57 31 5,49
Lepends / Legend:
KBE = Kolonichildende Einheilen ot = colony forming Lnits
RF = Redukicaalabdor RF = reduction facio
o = nicht zFhibar n = nat contaile
d = micht durchpeiihr nf = not done
(E}  Eipenhemmung fial w inhibition
WiH = \Wasgpir smderdisicrter Hre BEH = waater of starndardived hardnexs
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Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)

Standardmethoden® / “Standard methods”, 14.1

(2. Durchgang / 2. Test run)

Priifprodukt / Test product:
Versuchstemperatur / Test temperature;
Relative Feuchte / Relative honidity:
Inkubation / Incubation:

Methodik / Method:

Belastung / Loading:

Pseudomonas aeruginosa

ATCC 15442

Meliseptol rapid (B 15177)

31°C

55%

48h at 36°C £ 1°C

Wischdesinfektion / Disinfection with mechanical action

mit 0,3% Albumin -+ 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)

Ausgangskeimsuspension /

Cfu in the test suspension ~ lg/ml, 9,18
100 136

Co 2 (Neutr.-co.) ~lg/m} 10_? 16 3,14
10 125

Co 3 (Tox.-co.) ~ lg/ml 10 15 310

i Lol S bl
0,5ml dir 04 0/ 25,66 0/0 0/0 =571 6/0 0/ > 5,08 a0 0/0 25,63
10" 0o ¢ 0 ¢ 0 0 0 0
10 0 0 0 0 0 0 0 0
0,5ml dir 6/0  0/0 25,66 00 0/0 =57 00 0/ > 5,68 00 /10 25,63
75 10" 0 0 0 0 ¢ 0 6 0
10° 0 0 0 0 ¢ 0 0 0
Col (Ig) WSH 10° n n n n
10" 46 5,66 51 . 571 48 5,68 43 5,63
Legende s Legend:
KBE = Keloniehildende Embsbin i = colonp forming urits
RF w Brdulticnafakaor RF = redurtion facior
[ =mnichi gahthar n = mat coummatle
d = Richi durchgefihrt = ot doe
(€} m Ejgenbemmung & = inkibition
WEH = Wasser standardisierter Hiine _KS‘H = water of seandardised havdwers

Priifbericht B 15177
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Flichendesinfektion — praxisnaher Versuch auf nicht poriosen Oberfliichen / Defermination o

Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)
(.Standardmethoden® / “Standard methods”, 14.1)

(1. Durchgang / 1. Test run)

. ".\
e o
iy proddt”

‘gg%‘@z@
I3

Priifprodukt / Test product: Meliseptol rapid (B 15177)

Versuchstemperatur / Test temperature: 28,6°C

Relative Feuchte / Relative humidity: 50 %

Inkubation / Incubation: 72h at 30°C + 1°C

Methodik / Method: Wischdesinfektion / Disinfection with mechanical action
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /

0.3% albumine + 0.3% sheep ervthrocytes (dirty conditions)

Candida albicans ATCC 10231 Ausgangskeimsuspension /

Cfirin the test suspension ~ lg/ml: 8,07
-1
Co 2 (Neutr.co.) -lg/ml ig_g 11"61 3,00
]
Co 3 (Tox.-co.) ~ lg/mi o, 7 238
10 8
0,5ml dir 00  >584 0/0 >5.83 00 =586 0/ >5.79
100 107 0 0 0 0
107 0 0 0 0
0,5ml dir 0/0 >5,84 0/0 =583 0/0 > 5,86 0/0 >5,79
75 107! 0 ' 0 0 : 0
10” 0 0 0 0
0.5ml dir 0/0 2584 0/0 >5,83 0/0 = 5,86 0/0 =579
50 10? 0 0 0 0
10 0 0 0 0
0,5ml dir n/n n/n nn wn
25 10" n n n n
102 n <(),84 298 1,36 n <0,86 89 1,84
Col (lg) WSH 107 n n n n
107 69 5,84 67 . 583 73 5,86 62 5,79
Lagende ) Lepend:
KEBE =Kolonichildende Finheten oft = golony forming wiits
BF » Reduldicnstuidor BF = pedfuction farctor
o = nich! z@hlbar il = not coumiahly
ek = picht darchpediibi nd = nat done
{E) = Eigenbemmmg i 4] = Inhition
WEH = Waaser stendardisiener Hire BIH = waier of stendmrdised Rerdness
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Flichendesinfektion — praxisnaher Versuch auf nicht porésen Oberfliichen fl)%termirggfzn of
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Bactericidal Activity on non porous Surfaces under Practical Conditions (phase 2, step 2)

{.Standardmethoden® / “Standard methods”, 14.1)

(2. Durchgang / 2. Test run)

Priifprodukt / Test product: Meliseptol rapid (B 15177)
Versuchstemperatur / Test temperature: 31°C
Relative Feuchte / Relative humidity:: 55%
Inkubation / ncubation: 72h at 30°C £ 1°C
Methodik / Method: Wischdesinfektion / Disinfection with mechanical action
Belastung / Loading: mit 4,3% Albumin + 0,3% Schaf-Erythrozyten (hohe Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)
Candida albicans ATCC 10231 Ausgangskeimsuspension / 8.15
Cfit in the test suspension — lg/mi: *
-1
Co 2 (Neutr.-c0.) —lg/mi ig_z 11013 3,01
10! 121 3,08
Co 3 (Tox.-co.) — lg/ml 10 10

e : i = ”
0,5mi dir 0o/0  0/0 25,062 0/0  0/0 > 5,57 00 040 =58 06 60

25,59

100 10" 0 0 0 o 0 o 0 0
107 2 O 0 0 0 o 0 ¢
05mldir 00 00 =562 00 00 =557 00 00 =58 0 00 =559
75 10? ¢ 0 6 0 0 0 0 0
107 0 0 ¢ 0 0 0 0 0
Col (Ig) WSH 107 n n o n
10" 42 5,62 37 5,57 67 5,83 39 5,59
v / -
KBE = Koloniehildende Einhiten ofit = colony farming Lmits
RF = Redudaiensfakior RE = reducifon facier
n - = pichi gihfhar n = mel coumiable
™ = tiichi dorchgefibn nd = not dong
(E} = Eigehemmumg fe = frhibition
W3H = Wasser standardisterter Hirie FEH = waler of standardised fardness
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Priifhericht / Test report 2008-08-22 — Meliseptol Rapid — B 15177

Flichendesinfektion mit und ohne Mechanik
Bakterizide und levurozide Wirksamkeit

Hohe Belastung

Surface disinfection with and without mechanical action
Bactericidal and yeasticidal activity

Dirty conditions

Der vorliegende Priifbericht bezieht sich ausschlieBlich auf die dem Labor vorliegenden
Priifgegenstiinde. Jede auszugsweise Vervielfiltigung bedarf der schriftlichen Genehmigung durch
das Priiflabor

The test results in this test report relate only to the items tested. This test report shall not be
reproduced except in complete text without the written approval of the testing laboratory.

P

Di=*Wilfried Puchert

Technischer Leiter / technical manager
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FROF. DR. MED. H.-P. WERNER
FACHARZT FUR HYGIENE UND MIKROBIOLOGIE

Prof. D H-P Werner cie HyaCen GmiblH 5500 Bischotshalen  Aastria

B. Braun Medical AG
Seesatz

6204 Sempach
SCHWEIZ

23.08.2008
ProfWe

Meliseptol rapid
Flichendesinfektion, Wischdesinfektion und ochne Mechanik
Hohe Belastung

GUTACHTEN

Nach Priifung des Desinfektionsmittels Meliseptol rapid entsprechend den

,»Standardmethoden der DGHM zur Priifung chemischer Desinfektionsverfahren®
(Stand: 1. Sept. 2001)
inklusive Mitteilungen der Desinfektionsmittel-Kommission der DGHM (3/2002)
sowie im VAH (5/2007)

- gebe ich die folgende Beurteilung der Frgebnisse in dem Priifbericht B 15177 vom 22.08.2008:

Ergebnisse der in vitro-Tests
Aufgrund der Resultate des qualitativen Suspensionstests waren die Ergebnisse mit den 4
Testkeimen in den nachfolgenden quantitativen Suspensionsversuchen aussagekriftig,

Die quantitativen Suspensionstests wurden mit hoher organischer Belastung und
- Oberflichenkulturen fiir den Keimnachweis durchgefiihrt.

Meliseptol rapid verursachte ausreichende Reduktionen (5 log. Einheiten der Testkeime S.
aureus, E. hirae und P. aerugi'nosa bzw. 4 log. Einheiten von C, albicans)

unter hoher Belastung
in50%  binnen _ 30 Sekunden

Gutachten Melisepted rapid
SBeite 1 von 2




Ergebnisse unter praxisnahen Bedingungen

Die Wirksamkeit des Desinfektionsmittels Meliseptol rapid wurde ohne Mechanik und mit
Mechanik als Wischdesinfektion unter hoher organischer Belastung gegeniiber allen 4
Testkeimen gepriift.

Unter hoher Belastung ohne Mechanik war

das Konzentrat binnen 30 Sekunden

und unter hoher Belastung mit Mechanik war

das Konzentrat binnen 1 Minute

austeichend wirksam gegeniiber den Testkeimen S. aureus, E. hirae, P. aeruginosa und C.
albicans.

Anwendungsempfehklungen fiir Meliseptol rapid
fiir die Fliichendesinfektion zur Prophylaxe in Krankenhaus und Praxis
Meliseptol rapid erfiillt nach den vorliegenden Resultaten die

Anforderungen fiir die Zertifizierung von chemischen Desinfektionsverfahren
durch die Desinfektionsmittel-Kommission im VAH (Stand: 4. Februar 2002)

unter hoher organischer Belastung ohne Mechanik als
Konzentrat  binnen 30 Sekunden
sowie unter hoher organischer Belastung mit Mechanik als

/Konzentrat binnen 1 Minute.

-

Prof. Dr. med. H.-P. Wemer

Gutachten Meliseptol rapid
Seite 2 von 2



Traducere din limba germana

Prof. Dr. in Stiinte Medicale Burkhard Wille

Medic specialist pentru microbiologie si epidemiologie Siemensstrafie 18
infectioasa 35394 Gieflen

Tel.: 0641/979050
Medic specialist pentru igiena Fax: 0641/9790534

Prof. Dr. in Stiinte Medicale Burkhard Wille - CP 101063 - 35340 Gieflen

B. Braun Medical AG
Domnului Andreas Arndt
CP 58

CH-6203 Sempach-Station

Referinta noastra Data

Dr.Fi./mo 21 februarie 2000

EXPERTIZA IGIENICA DE SPECIALITATE

referitoare la gradul de adecvare a preparatului
Meliseptol rapid

ca dezinfectant pentru suprafete.

In data de 13.01.2010 ne-ati solicitat si cercetim eficacitatea microbicidi a preparatului. mentionat mai sus, ca
dezinfectant pentru suprafete.

Verificarea a avut loc conform Directivei pentru ”Verificarea substantelor chimice pentru dezinfectare a Societatii
Germane pentru Igiena si Microbiologie din 12.07.1991”, elaborata de Comisia pentru Substante chimice dezinfectante a
Societatii Germane pentru Igiena si Microbiologie.

Verificarea eficacitatii fungicide in conditii simulate de practica s-a desfasurat conform studiului: Kéller: ,,Zur Methodik
der Wirksamkeitspriifung von Flachendesinfektionsverfahren“ (Despre metodologia verificarii eficacitdtii procedeelor de
dezinfectare a suprafetelor), Hyg. & Med. 8 (1983), paginile 443 -446.

Raportul de cercetare din 21.02.2000 evidentiaza rezultatele prezentate in cele ce urmeaza, care conduc la evaluarea
prezentata.

UB MELISEPTOL RAPID 21-02-00.DOC



Traducere din limba germana
Preparat: Meliseptol rapid
Pagina 2 din 4 din expertiza igienica de specialitate din data de 21.02.2000, pentru B. Braun Medical AG

Determinarea eficacititii bacteriostatice si fungistatice, precum si a substantelor adecvate pentru inactivare.
1.2.1)

Eficacitatea bacteriostatica si fungistatica a substantei verificate s-a evidentiat prin titrul de inhibare in %
pentru fara cu substante

de inactivare optime

Staphylococcus aureus 25 20
Escherichia coli 15 15
Proteus mirabilis 10 15
Pseudomonas aeruginosa 5 15
Candida albicans 2,5 10

Urmatoarea combinatie s-a dovedit a fi substanta optima de inactivare:
3,0 % Tween 80, 0,3 % Lecitina, 0,1 % Cisteina

Acest amestec a fost addugat tuturor celorlalte testari ulterioare ale fluidelor de curdtare, respectiv mediilor de cultura.

Determinarea eficacititii bactericide si fungicide in teste de suspensie calitativa (1.2.2)
Se constata eficacitatea microbicida dupa un timp de expunere de 1 minut

in concentratiile mentionate ale substantei testate, exprimate procentual pentru

Staphylococcus aureus 5,0
Escherichia coli 5,0
Proteus mirabilis 10,0
Pseudomonas aeruginosa 25
Candida albicans 5,0

UB MELISEPTOL RAPID 21-02-00.DOC



Traducere din limba germana
Preparat: Meliseptol rapid
Pagina 3 din 4 din expertiza igienica de specialitate din data de 21.02.2000, pentru B. Braun Medical AG

Determinarea eficacititii bactericide in teste de suspensie cantitativa (1.2.3.)
Pentru Staphylococcus aureus, eficacitatea impusa a fost determinata la o corelatie duratd de actiune - concentratii de:
1 minut si 2,5%

din substanta de testare.

Pentru Pseudomonas aeruginosa, valorile s-au situat pentru

1 minut la 10%

din substanta de testare.

Determinarea eficacititii bactericide si fungicide in teste cu purtitori de germeni (1.2.4)

Eficacitatea impusa a fost determinata la

durata de actiune de 120 minute si concentratie de 5,0 %

din substanta de testare.

Dezinfectarea suprafetelor pentru profilaxia infectiilor nosocomiale si in practica generala (I1.2.1.d)

Eficacitatea impusa a fost atinsa

la o durata de actiune de 1 minut in concentratia

substantei de testare.

UB MELISEPTOL RAPID 21-02-00.DOC



Traducere din limba germana
Preparat: Meliseptol rapid
Pagina 3 din 4 din expertiza igienica de specialitate din data de 21.02.2000, pentru B. Braun Medical AG

Rezumat si evaluare

Pe baza rezultatelor obtinute conform Directivei pentru ”Verificarea substantelor chimice pentru dezinfectare” din
12.07.1991, elaboratd de Societatea Germana pentru Igiena si Microbiologie, se poate recomanda folosirea de

Meliseptol rapid

ca substantd dezinfectanta pentru suprafete pentru profilaxia infectiilor nosocomiale si n practica generald in forma
concentrata

cu o duratd de actiune de 1 minut.

Dr. W.U. Farber Prof. Dr. med. B. Wille

Semnatura indescifrabila Semnatura indescifrabila

UB MELISEPTOL RAPID 21-02-00.DOC



Traducere din limba germana

Prof. Dr. in Stiinte Medicale Burkhard Wille

Medic specialist microbiologie si epidemiologie Siemensstralle 18
35394 Giellen
Medic specialist igiena Tel.: 0641/979050

Fax: 0641/9790534

Prof. Dr. D. Strauch B. Wille - CP 101063 - 35340 Gieflen

B. Braun Medical AG
Domnului Andreas Arndt
CP 58

CH-6203 Sempach-Station

Referinta noastra Data
Dr.Féd./mo 21 februarie 2000

RAPORT DE CERCETARE

Dezinfectarea suprafetelor

Beneficiar: B. Braun Medical AG
CP 58
CH-6203 Sempach-Station

Substanta testata: Meliseptol rapid

Numar de proba IKI:  00/1
Data de intrare: 14.01.2000

Data de incepere a testului: 14.01.2000
Data de finalizare a testului: 21.02.2000
Scopul: Determinarea corelatiilor dintre concentratie si timp de actiune, eficiente ale substentei testate din

punct de vedere al dezinfectarii

Metoda: Directiva pentru ”Verificarea substantelor chimice pentru dezinfectare din 12.07.1991”,
elaboratd de Comisia pentru Substante chimice dezinfectante a Societatii Germane pentru Igiena
si Microbiologie.

Verificarea eficacitatii fungicide in conditii similare de practica s-a desfasurat conform
studiuluiKoéller: ,,Zur Methodikder Wirksamkeitspriifung von Fldchendesinfektionsverfahren*
(Despre metodologia verificarii eficacitatii procedeelor de dezinfectare a suprafetelor), Hyg. &
Med. 8 (1983), paginile 443 - 446.

UB MELISEPTOL RAPID 21-02-00.DOC



Traducere din limba germana
Preparat: Meliseptol rapid
Pagina 2 din 5 din Raportul de Cercetare din 21.02.2000 pentru B.Braun Medical AG

Substanta Consistenta: fluid

testata
Numar de sarja: Rp.Nr. 1/2/01/23
Data: 24.11.99
Substante active /100 g 50 g 1-propanol
(conform producatorului): 0.075 g clorura de

didecildimetilamoniu

Culoare: Fara culoare, clar
Miros: alcoolic

Valori pH in solutie %

100 | 6,98
Sisteme de Staphylococcus aureus ATCC # 6538
verificare: Escherichia coli ATCCH# 11229
Proteus mirabilis ATCC# 14153

Pseudomonas aeruginosa

. . ATCCH# 15442
Candida albicans

ATCC# 10231

Medii de Agar din peptoni de cazeind — peptoni din fiina de soia Merck # 5458
culturd si Solutie din peptond de cazeina — peptona din faina de soia Merck # 5459
bazale: Agar din glucoza Sabouraud Becton & Dickinson # 4354040

Albumina Serva# 11930

Cisteind Merck #2838

Histidina Merck #43 51

Lecitina Merck # 5331

Tio-sulfat de Na Merck #6512

Saponina Fluka # 21079

Tween 80 Merck # 822187

UB MELISEPTOL RAPID 21-02-00.DOC



Traducere din limba germana
Preparat: Meliseptol rapid
Pagina 3 din 5 din Raportul de Cercetare din 21.02.2000 pentru B.Braun Medical AG

Apa cu duritate standard:
17,5 ml dintr-o solutie cu concentratie de 10 % g/v CaCl2 x 6 H20 +
5 ml dintr-o solutie cu concentratie de 10% g/v MG S04 x 7 H20

in 3300 ml apa dublu distilata; autoclavat

Suport de germeni: Tesatura din bumbac standard conform DIN 53919
PVC moale conform DIN 16951
Piatra vitrificata Articol # 3 701/culoare 500

alb mat, Villeroy & Boch

UB MELISEPTOL RAPID 21-02-00.DOC



Traducere din limba germana

Preparat: Meliseptol rapid
Pagina 4 din 5 din Raportul de Cercetare din 21.02.2000 pentru B.Braun Medical AG

REZULTATE

I. Teste in vitro

1. Determinarea eficacititii bacteriostatice si fungistatice, precum si a substantelor adecvate pentru
inactivare. (1.2.1.)

Inhibarea cresterii sistemelor de verificare a fost constatata dupad 72 de ore de incubare la 36 +1°C .

Rezultatele sunt prezentate in Tabelul 1.

2. Determinarea eficacititii bactericide si fungicide in teste de suspensie calitativa (1.2.2)
Rezultatele au a fost constatate dupa 72 de ore de incubare la 36 =1°C la subculturi.

Rezultatele sunt prezentate in Tabelul 2.

3. Determinarea eficacititii bactericide in teste de suspensie cantitativa (1.2.3.)
Testele au fost efectuate cu Staphylococcus aureus si Pseudomonas aeruginosa.
Subculturile au fost incubate timp de 48 ore la 36 + 1 °C.

Rezultatele sunt prezentate in Tabelele 3 si 4

4, Determinarea eficacititii bactericide si fungicide in teste cu suport de germeni (1.2.4)

Culturile au fost evaluate dupa 72 de ore, respectiv, dupa 7 zile de incubare la 36 £1°C.

Rezultatele sunt prezentate in Tabelul 5.

UB MELISEPTOL RAPID 21-02-00.DOC



Traducere din limba germana
Preparat: Meliseptol rapid
Pagina 5 din 5 din Raportul de Cercetare din 21.02.2000 pentru B.Braun Medical AG

II. Teste in conditii apropiate celor practice

1. Dezinfectarea suprafetelor pentru profilaxia infectiilor nosocomiale si in practica generala (11.2.1.)

Testele au fost efectuate cu "Metoda clatirii”. Temperatura a fost de 21 + 2° C, umiditatea relativa a aerului 50 +5 %.

S-au cercetat sistemele de verificare Staphylococcus aureus, Escherichia coli, Pseudomonas aeruginosa si Candida
albicans. Subculturile au fost incubate timp de 72 ore la 36 + 1 °C.

Rezultatele sunt prezentate in Tabelele 6-9.

Prescurtarea TP se refera la testele principale, iar TC la testele de confirmare.

Dr. W. U. Farber Prof. Dr. med. B. Wille

Semnatura indescifrabila Semnatura indescifrabila

UB MELISEPTOL RAPID 21-02-00.DOC



Tabelul 1: 1. Determinarea eficacitatii bacteriostatice si fungistatice, precum si a substantelor adecvate pentru inactivare. (1.2.1.)

Preparat: Meliseptol rapid

Traducere din limba germana

Concen-1n %

tratie.

Germen de test log Inactivare 1,0 2,0 2,5 5 7,5 10 15 20 25 50 75 100

UFC/ml

Staphylococcus aureus |0 + + 0 0 0 0 0 0 0 0 0

ATCC 6538

9,00 TLC + + + + + + + 0 0 0 0 0
TSHC + + + + + + + 0 0 0 0 0
TLHN + + + + 0 0 0 0 0 0 0 0

Escherichia coli ATCC |0 + + + + + + 0 0 0 0 0 0

11229

8,96 TLC + + + + + + 0 0 0 0 0 0
TSHC + + + + + 0 0 0 0 0 0 0
TLHN + + + + + + 0 0 0 0 0 0

Proteus mirabilis ATCC |0 + + + + + 0 0 0 0 0 0 0

14153

8.89 TLC + + + + + + 0 0 0 0 0 0
TSHC + + + + + + 0 0 0 0 0 0
TLHN + + + + + + 0 0 0 0 0 0

Pseudomonas aeruginosa |0 + + + 0 0 0 0 0 0 0 0 0

ATCC 15442

8,73 TLC + + + + + + 0 0 0 0 0 0
TSHC 4- + + + + + 0 0 0 0 0 0
TLHN + + + + + 0 0 0 0 0 0 0

Candida albicans ATCC |0 + + 0 0 0 0 0 0 0 0 0 0

10231

7,82 TLC + + + + + 0 0 0 0 0 0 0
TSHC + + + + + 0 0 0 0 0 0 0
TLHN + + + + + 0 0 0 0 0 0 0

Legenda: + = S-a determinat cresterea germenilor o = Fara cresterea germenilor

0=fara T=3%Tween80L = 0.3 % Lecitina C = 0.1 % Cisteina S = 3% Saponind H = 0.1 % Histidina N = 0.5 % tio-sulfat de Na




Traducere din limba germana

Tabelul 2 Determinarea eficacitétii bactericide si fungicide in testul de suspensie calitativa (1.2.2)

Preparat: Meliseptol rapid

log Numar initial de germeni/ml:
Staphylococcus aureus ATCC 6538: 8.92
Staphylococcus aureus ATCC 6538: 8.92

Escherichia coli ATCC 11229: 8.98
Candida albicans ATCC 10231: 7,36

Proteus mirabilis ATCC 14153: 8,97

Duraté de actiune in minute
1 2 3 1 2 3 4
2 3
Conc.. in % Staphylococcus aureus E.Coli Candida albicans
100 0 0 0 0 0 0 0 0 0
75 0 0 0 0 0 0 0 0 0
50 0 0 0 0 0 0 0 0 0
25 0 0 0 0 0 0 0 0 0
10 0 0 0 0 0 0 0 0 0
5 0 0 0 0 0 0 0 0 0
3 + + 0 + 0 0 + 0 0
/QISS + + + + + + + + +
Durata de actiune in minute
1 2 ‘ 2 ‘ 1 ‘ 2 ‘ 3
Conc.. in % Proteus mirabilis Pseudomonas aeruginosa
100 0 0 0 0 0 0
75 0 0 0 0 0 0
50 0 0 0 0 0 0
25 0 0 0 0 0 0
10 0 0 0 + 0 0
5 + 0 0 + + +
3 + + 0 + + +
ADS + + + + + +

Legenda: + = S-a determinat cresterea germenilor
legenda: + = S-a determinat cresterea germenilor o = Fara cresterea germenilor ADS = Apa cu duritate standard




Tabelul 3: Determinarea eficacitatii bactericide

a) In teste de suspensie cantitativa (1.2.3.1.)

Preparat: Meliseptol rapid

Germen de test: Staphylococcus aureus ATCC 6538: 6538

Traducere din limba germana

1 minut . 30 minute
. Durata de actiune 5 .
minute

Preparate - IUFC (Ko) [UFC (D) KRt UFC (Ko) [UFC (D) KRt IUFC (Ko) |UFC (D) KRt

Conc.. in %

ADS 6,45 6,51 6,60

2,5 <1,4 >5,05 <1,4 >5,11 <1,4 >5,20

2,0 <1,4 >5,05 <1,4 >5,11 <1,4 >5,20

1,0 1,45 5,00 <1,4 >5,11 <1,4 >5,20

b) teste 1n suspensie cantitativa (1.2.3.1)
1 minut Durata de actiune 5 minute 30 minute

Preparate - |UFC (Ko) UFC (D) KRt IUFC (Ko) |UFC (D) KRt \UFC (Ko) |UFC (D) KRt
Conc.. in %
IADS 6,51 6,51 6,68
2,5 <1,4 >5,11 <l,4 >5,11 <l,4 >5,28
2,0 1,75 4,76 <1,4 >5,11 <l,4 >5,28
1,0 1,92 4,59 1,75 4,76 <l,4 >5,28

Legenda: UFC = Unitati formatoare de colonii
UFC (Ko) = Numar de UFC/ml féra actiunea preparatului
UFC (D) = Numar de UFC/ml dupa actiunea preparatului
Krt=log UFC (Ko) - log UFC (D)
ADS = Apa cu duritate standard




Tabelul 4: Determinarea eficacitatii bactericide

a) in suspensie cantitativa (1.2.3.1.)

Preparat: Meliseptol rapid
Germen de test: Pseudomonas aeruginosa ATCC 15442 log numar initial de germeni/ml 9,44

Traducere din limba germana

Durata de actiune 5 minute Durata de actiune 30 minute Durata de actiune 60 minute
Preparate - IUFC (Ko) [UFC (D) KRt IUFC (Ko) [UFC (D) KRt IUFC (Ko) [UFC (D) KRt
Conc.. In %
ADS 6,60 6,64 6,68
10,0 <14 >5,20 <14 >5,24 <l,4 >5,28
5,0 1,75 4,85 <14 >5,24 <l,4 >5,28
1,0 3,24 3,37 3,05 3,59 2,53 4,15
b) test de suspensie cantitativa cu 0,2% Albumina (1..2.3.2.)
inut inut
5 minute Durata de actiune 30 60 minute
minute

Preparate -| UFC (Ko) | UFC (D) KRt UFC (Ko) | UFC (D) KRt UFC (Ko) | UFC (D) KRt

Conc.. In %

ADS 6,66 6,64 6,60

10,0 <14 >5,26 <14 >5,24 <1,4 >5,20

5,0 2,45 4,21 1,45 5,19 <1,4 >5,20

1,0 4,91 1,75 4,60 2,04 3,17 3,43

Legenda:UFC = Unitati formatoare de colonii
UFC (Ko) = Numar de UFC/ml fara actiunea preparatului
UFC (D) = Numar de UFC/ml dupa actiunea preparatului
Krt=log UFC (Ko) - log UFC (D)
ADS = Apa cu duritate standard



Traducere din limba germana
Tabelul 5: Determinarea eficacitdtii bactericide si fungicide in test cu purtatori de germeni (1.2.4.1)
Preparat: Meliseptol rapid

log Numar initial de germeni/ml:

Staphylococcus aureus ATCC 6538: 9,27 Escherichia coli ATCC 11229: 9,30 Proteus mirabilis ATCC 14153: 9,40
Pseudomonas aeruginosa ATCC 15442 9,45 Candida albicans ATCC 10231: 8,84
Durata de actiune in minute
| | | |
Conc.. in % Staphylococcus aureus E.Coli Candida albicans
100 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
75 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
50 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
10 + + 0 0 0 + 0 0 0 0 + 0 0 0 0
7,5 + + 0 0 0 + 0 0 0 0 + 0 0 0 0
5 + + + 0 0 + + + 0 0 + + + 0 0
ADS + + + + + + + + + + + + + + +
1 15 30 60 120 1 15 30 60 120
Conc. In % Proteus mirabilis Pseudomonas aeruginosa

100 0 0 0 0 0 0 0 0 0 0

75 0 0 0 0 0 0 0 0 0 0

50 0 0 0 0 0 0 0 0 0 0

10 + 0 0 0 0 + 0 0 0 0

7,5 + + 0 0 0 + + + 0 0

5 + + + 0 0 + + + + 0

ADS + + + + + + + + + +

Legenda: + = S-a determinat cresterea germenilor
0 = Fara cresterea germenilor
ADS = Apa cu duritate standard




Tabelul 6: Teste de dezinfectarea a suprafetelor in conditii apropiate celor practice, Metoda clatirii (I1.2.1.d.)
Preparat: Meliseptol rapid

Germen de test: Staphylococcus aureus ATCC: 6538 log UFC/mI TP: 9,75 TC 1:9,60 TC2:9,47 TC3: 9,30

log UFC/ml de lichide de inactivare folosite si coeficienti de reducere dupa durata de actiune in minute

Suport de Dezinfectant, 2 3
germent. in vol. %
Placi
Test TP TC1 TC?2 TC3 TP TP
Control 1 ADS 6,66 6,60 6,52 6,44 6,66 6,64
100 <14 <14 <l,4 <14 <l,4 <14
75 <14 <l,4 <14
50 1,45 <l,4 <l,4
25 3,47 2,95 2,75
Coeficienti de reducere
100 >5,26 >5,20 >5,12 >35,04 >5,26 >5,24
75 >5,26 >5,26 >5,24
50 5,21 >5,26 >5,24
25 3,19 3,71 3,91
Control 2 6,24
Control 3 100 6,17

Traducere din limba germana



Tabelul 7:

Teste de dezinfectarea a suprafetelor in conditii apropiate celor practice, Metoda clatirii (I1.2.1.d.)
Preparat: Meliseptol rapid

Germen de test: Escherichia coli ATCC: 11229

log UFC/ml de lichide de inactivare folosite si coeficienti de reducere dupa durata de actiune in minute

log UFC/ml TP: 9,75

Traducere din limba germana

TC 1: 9,60 TC 2: 9,67 TC 3: 9,38

Suport de Dezinfectant,
germeni: iy v o, ! ) 3
Placi
Test TP TC 1 TC?2 TC3 TP TP
Control 1 ADS 6,88 6,64 6,72 6,53 6,79 6,82
100 <l,4 <l,4 <l,4 <l,4 <14 <14
75 <l,4 <l,4 <14
50 2,92 1,45 <l,4
25 4,27 2,60 2,47
Coeficienti de reducere
100 >5,48 >5,24 >532 | >5,13 >5,39 >5,42
75 >5,48 >5,39 >5,42
50 3,96 >5,34 >5,42
25 2,61 4,19 4,35
Control 2 6,34
Control 3 100 6,20




Traducere din limba germana
Tabelul 8: Teste de dezinfectarea a suprafetelor in conditii apropiate celor practice, Metoda clatirii (11.2.1)
Preparat: Meliseptol rapid
Germen de test: Pseudomonas aeruginosa ATCC: 15442 log UFC/ml TP: 9,88  TC 1: 9,63 TC 2:9,76 TC 3: 9,64

log UFC/ml de lichide de inactivare folosite si coeficienti de reducere dupa durata de actiune in minute

Suport de Dezinfectant, 1 2 3
germent: in vol. %
Placi
Test TP TC 1 TC?2 TC3 TP TP
Control 1 ADS 6,69 6,56 6,58 6,49 6,72 6,75
100 T4 | <14 | <14 | <i4 <14 <14
75 <14 <l,4 <1,4
50 1,92 <l,4 <1,4
25 3,47 2,92 2,27

Coeficienti de reducere

100 >5,29 >5,16 >5,18 >5,09 >5,32 >5.35

75 >5,29 >5,32 >5.35

50 4,77 >5,32 >535

25 3,22 3,80 4,48
Control 2 6,27

Control 3 100 6,24




Traducere din limba germana

Tabelul 9: Teste de dezinfectarea a suprafetelor in conditii apropiate celor practice, Metoda clatirii (I1.2.1.d.)
Preparat: Meliseptol rapid
Germen de test: Candida albicans ATCC: 10231  log UFC/ml TP: 8,72 TC 1: 8,94 TC2:8,86 TC3:8,76

log UFC/ml de lichide de inactivare folosite si coeficienti de reducere dupa durata de actiune in minute

Suport de | Dezinfectant|
Placi Conc. in 1 2 3
Vol. %
Test TP TC 1 TC?2 TC3 TP TP
Control 1 ADS 6,68 6,72 6,64 6,58 6,71 6,73
100 0 0 0 0 0
75 0
50 0 0 0
25 2,12 1,45 0

Coeficienti de reducere

100 6,68 6,72 6,64 6,58 6,71 6,73
75 6,68 6,71 6,73
50 6,68 6,71 6,73
25 4,56 5,26 6,73
Control 2 6,20
Control 3 100 6,12




Tabelul 6: Teste de dezinfectarea a suprafetelor in conditii apropiate celor practice, Metoda clatirii (I1.2.1.d.)
Preparat: Meliseptol rapid

Germen de test: Staphylococcus aureus ATCC: 6538 log UFC/mI TP: 9,75 TC 1:9,60 TC2:9,47 TC3: 9,30

log UFC/ml de lichide de inactivare folosite si coeficienti de reducere dupa durata de actiune in minute

Suport de Dezinfectant, 2 3
germent: in vol. %
PVC
Test TP TC1 TC?2 TC3 TP TP
Control 1 ADS 6,54 6,52 6,54 6,48 6,54 6,50
100 <l,4 <l,4 <l,4 <l,4 <l,4 <l,4
75 <l,4 <l,4 <l,4
50 <l,4 <14 <14
25 3,20 2,75 2,47
Coeficienti de reducere
100 >5,14 >5,12 >5,14 >5,08 >5,14 >5,10
75 >5,14 >5,14 >5,10
50 >5,14 >5,14 >5,10
25 3,34 3,79 4,03

Traducere din limba germana



Traducere din limba germana

Tabelul 7: Teste de dezinfectarea a suprafetelor in conditii apropiate celor practice, Metoda clatirii (I1.2.1.d.)
Preparat: Meliseptol rapid
Germen de test: Escherichia coli ATCC: 11229 log KBE/ml HV:9,75 TC 1: 9,60 TC 2: 9,67 TC 3: 9,38

log UFC/ml de lichide de inactivare folosite si coeficienti de reducere dupa durata de actiune in minute

Suport de Dezinfectant, in|
germeni: vol. %
Ve 0 1 2 3
Test TP TC 1 TC?2 TC3 TP TP
Control 1 ADS 6,74 6,70 6,63 6,71 6,73 6,70
100 <l,4 <l,4 <l,4 <14 <14 <1,4
75 <l,4 <l,4 <l,4
50 3,12 <l,4 <l,4
25 4,30 2,68 2,30
Coeficienti de reducere
100 >534 | >530| >523 >521 >5,33 >5,30
75 >5,34 >5,33 >5,30
50 3,62 >5,33 >5,30
25 2,44 4,05 4,40




Traducere din limba germana
Tabelul 8: Teste de dezinfectarea a suprafetelor in conditii apropiate celor practice, Metoda clatirii (11.2.1)
Preparat: Meliseptol rapid
Germen de test: Pseudomonas aeruginosa ATCC: 15442 log UFC/ml TP: 9,88  TC 1: 9,63 TC 2:9,76 TC 3: 9,54

Continuare
log UFC/ml de lichide de inactivare folosite si coeficienti de reducere dupa durata de actiune in minute
Suport de Dezinfectant, 1 2 3
germent. in vol. %
PVC
Test TP TC 1 TC2 TC3 TP TP
Control 1 ADS 6,59 6,55 6,58 6,44 6,60 6,62
100 <14 <14 <14 <14 <14 <l,4
75 <14 <14 <lL,4
50 2,07 <14 <lL4
25 3,60 3,0 2,47
Coeficienti de reducere
100 >5,19 | >5,15 >5,18 >5,04 >5,20 >5,22
75 >5,19 >5,20 >5,22
50 4,52 >5,20 >5,22
25 2,99 3,60 4,15




Traducere din limba germana

Tabelul 9: Teste de dezinfectarea a suprafetelor in conditii apropiate celor practice, Metoda clatirii (I1.2.1.d.)
Preparat: Meliseptol rapid
Germen de test: Candida albicans ATCC: 10231  log UFC/ml TP: 8,72 TC 1: 8,94 TC2:8,86 TC3:8,76

log UFC/ml de lichide de inactivare folosite si coeficienti de reducere dupa durata de actiune in minute

Suport de Dezinfectant
germeni:
Placi Conc. In 1 2 3
Vol. %
Test TP TC 1 TC2 TC3 TP TP
6,58 6,55 6,61 6,53 6,58 6,60

Control 1 ADS
100 0 0 0
75 0 0 0
50 0 0 0
25 2,27 1,75 0

Coeficienti de reducere

100 6,58 6,55 6,61 6,53 6,58 6,60
75 6,58 6,58 6,60
50 6,58 6,58 6,60
25 431 4,83 6,60




Prof. Dr. med. Burkhard Wille

Arzt fur Mikrobiologie und Infektionsepidemiologie Siemensstrabe 18
35394 Gieben
Arzt fur Hygiene Tel.: 0641/979050

Fax: 0041/9790534

Prol. Dr. med. B. Wille - Postfach 101063 - 35340 Gielien

B. Braun Medical AG
Herrn Andreas Arndt
Postfach 58

CH-6203 Sempach-Station

Unser Zeichen Datum

Dr.Fa./mo 21. Februar 2000

FACHHYGIENISCHES GUTACHTEN

tiber die Eignung des Praparates

Meliseprtol rapid

als Mittel zur Flichendesinfektion.

Mit Datum vom 13.01.2000 erteilten Sie uns den Auftrag, die mikrobizide Wirksamkeit Thres
0.g. Priiparates als Mittel zur Flachendesinfektion zu untersuchen.

Die Prifung wurde gemafl den Richtlinien fir die ,Priifung und Bewertung chemischer
Desinfektionsverfahren, Stand 12.07.1991“, herausgegeben von der Desinfektionsmittel-
Kommission der Deutschen Gesellschaft fiir Hygiene und Mikrobiologie, durchgefiihrt.

Die Prufung auf fungizide Wirkung im praxisnahen Versuch erfolgte nach Koller: ,Zur
Methodik der Wirksamkeitspriifung von Fliachendesinfektionsverfabren®, Hyg. & Med. 8
(1983), Seite 443 - 446.

Aus dem Untersuchungsbericht vom 21.02.2000 resultierten die im [oigenden aufgefiihrten
Ergebnisse, die zur anschlieBenden Beurteilung fiihrten.

G MELISEPTOL RAPID 21-02-00.doc



Préparat: Meliseptol rapid
Seite 2 von 4 zum fachhygienischen Gutachten vom 21.02.2000 an B. Braun Medical AG

Bestimmung der bakteriostatischen und fungistatischen Wirksamkeit sowie geeigneter
Inaktivierungssubstanzen, (L1.2.1.)

Die bakteriostatische und fungistatische Wirksamkeit der Prifsubstanz zeigte sich durch
folgende Hemmtiter in %

fir ohne mit optimalen
Inaktivierungssubstanzen

Staphylococcus aureus 25 20
Escherichia coli 15 15
Proteus mirabilis 10 15
Pseudomonas aeruginosa 5 15
Candida albicans 2.5 10

Als optimale Inaktivierungssubstanz erwies sich eine Kombination von:

3,0 % Tween 80, 0,3 % Lezithin, 0,1 % Cystein

Diese Kombination wurde fur alle weiteren Untersuchungen den Spulflussigkeiten bzw.
Néahrmedien zugesetzt.

Bestimmung der bakteriziden und fungiziden Wirkung in  qualitativen
Suspensionsversuchen (I.2.2.)

Eine mikrobizide Wirksamkeit ist bei 1 Minute Einwirkzeit in den aufgefiihrten

Konzentrationen in % der Prafsubstanz
fur

Staphylococcus aurcus 5,0

Escherichia coli 5,0

Proteus mirabilis 10,0

Pseudomonas aeruginosa 25

Candida albicans 5,0

vorhanden,

G MELISEPTOL RAPID 21-02-00.doc



Priparat: Meliseptol rapid
Seite 3 von 4 zum fachhygienischen Gutachten vom 21.02.2000 an B. Braun Medical AG

Bestimmung der bakteriziden Wirkung in quantitativen Suspensionsversuchen (1.2.3.)

Die geforderte Wirksamkeit ergab sich bei Einwirkzeiten-Konzentrations-Korrelationen fiir
Staphylococcus aureus

von 1 Minute und 2,5 %

der Prufsubstanz.

Fur Pseudomonas aeruginosa lagen die Werte fiir
1 Minute bei 10 %
der Prifsubstanz.

Bestimmung der bakteriziden und fungiziden Wirkung in Keimtrigerversuchen (1.2.4.)

Die geforderte Wirksamkeit zeigte sich bei
120 Minuten Einwirkzeit und 5,0 %iger Konzentration
der Prufsubstanz.

Flichendesinfektion zur Hospitalismusprophylaxe und in der allgemeinen Praxis
(I1.2.1.d)

Die geforderte Wirksamkeit wurde bei
1 Minute Einwirkzeit im Konzentrat
der Prafsubstanz erreicht.

G MELISEPTOL RAPID 21-02-00.doc



Priparat: Meliseptol rapid
Seite 4 von 4 zum lachhygicnischen Gutachten vom 21.02.2000 an B. Braun Medical AG

Zusammenfassung und Bewertung

Aufgrund der gemdB der ,Richtlinie fiur die Prifung und Bewertung chemischer
Desinfektionsverfahren, Stand 12.07.1991 der Deutschen Gesellschaft fiir Hygiene und
Mikrobiologie erhaltenen Ergebnisse kann die Anwendung von

Meliseptol rapid

als Flachendesinfektionsmittel zur Hospitalismusprophylaxe und in der allgemeinen Praxis im
Konzentrat

bei 1 Minute Einwirkzeit

empfohlen werden.

Prof Dr. med. B, Wille

G MELISEPTOL RAPID 21-02-00.doc



Prof. Dr. med. Burkhard Wille

Arzt fur Mikrobiologie und Infektionsepidemiologie Siemensstrabe 18
35394 Giclen
Arzt fir Hygiene Tel.: 0641/979050

Fax: 0641/9790534

Prof. De. med. 13, Wille - Postlach 101063 - 35340 Giclien

B. Braun Medical AG
Herrn Andreas Arndt
Postfach 58

CH-6203 Sempach-Station

Unser Zeichen Datum

Dr.Fa./mo 21. Februar 2000

UNTERSUCHUNGSBERICHT

Fliachendesinfektion

Auftraggeber: B. Braun Medical AG
Postfach 58
CH-6203 Sempach-Station

Priifsubstanz: Meliseptol rapid

IKI-Probenummer: 00/1

Eingangsdatum: 14.01.2000

Testbeginn: 14.01.2000

Testende: 21.02.2000

Zweck: Bestimmung desinfektorisch wirksamer Konzentrations-

Einwirkzeiten-Korrelationen der Priifsubstanz

Methode: Richtlinie fir die ,Prifung und Bewertung chemischer
Desinfektionsverfahren, Stand 12.07.1991¢
Herausgegeben von der Desinfektionsmittel-Kommission der
Deutschen Gesellschaft fiir Hygiene und Mikrobiologie
Die Prufung auf fungizide Wirkung im praxisnahen Versuch
erfolgte nach Koller: | Zur Methodik der Wirksamkeitspriifung
von Flachendesinfektionsverfahren, Hyg. & Med. 8 (1983),
Seite 443 - 446.
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Priparat: Meliseptol rapid
Scite 2 von 3 zum Untersuchungsbericht vom 21.02.2000 an B. Braun Medical AG

Priifsubstanz: Konsistenz: flassig
Chargennummer:  Rp.Nr. 1/2/01/23
Datum: 24.11.99
Wirkstoffe pro 100 g
(It. Hersteller): 50g 1-Propanol

0,075 g Didecyldimethylammonium-
chlorid

Farbe: farblos, klar
Geruch: alkoholisch
pH-Werte in %iger Losung:
100 6,98

Priifsysteme: Staphylococcus aureus ATCC # 6538
Escherichia coli ATCC # 11229
Proteus mirabilis ATCC # 14153
Pseudomonas aeruginosa ~ ATCC # 15442
Candida albicans ATCC # 10231

Kultur- und

Basalmedien: Caseinpepton-Sojamehlpepton-Agar Merck # 5458
Caseinpepton-Sojamehlpepton-Lésung Merck # 5459
Sabouraud-Glucose-Agar Becton & Dickinson # 4354040

Albumin Serva # 11930
Cystein Merck # 2838
Histidin Merck # 4351
Lezithin Merck # 5331
Na-Thiosulfat Merck # 6512
Saponin Fluka # 21079
Tween 80 Merck # 822187

UB MELISEPTOL RAPID 21-02-00



Priaparat: Meliseptol rapid
Seite 3 von 5 zum Untersuchungsbericht vom 21.02.2000 an B. Braun Medical AG

Wasser standardisierter Harte:

17,5 ml einer 10 %igen Losung g/v CaCl, x 6 H,O +
5 ml einer 10 %igen Losung g/v MG SO, x 7 H,O
in 3300 ml Aqua bidest.; autoklaviert

Keimtriiger: Standardbaumwollgewebe nach DIN 53919
Weich-PVC nach DIN 16951
Steinzeug glasiert Artikel # 3701/Farbe 500
weil} matt, Villeroy & Boch

UB METISEPTOL RAPID 21-02-00.doc



Priparat: Meliseptol rapid
Seite 4 von 5 zum Untersuchungsbericht vom 21.02.2000 an B. Braun Medical AG

ERGEBNISSE

1. In vitro-Tests

1. Bestimmung der bakteriostatischen und fungistatischen Wirksamkeit sowie
geeigneter Inaktivierungssubstanzen (L.2.1.)

Die Wachstumshemmung der Priifsysteme wurde nach 72 Stunden Inkubation bei 36 +

1 °C ermittelt.
Die Ergebnisse sind in Tabelle 1 zusammengefal3t.

2. Bestimmung der bakteriziden und fungiziden Wirkung in qualitativen
Suspensionsversuchen (L.2.2.)
Die Ergebnisse wurden nach 72 Stunden Inkubation bei 36 + 1 °C der Subkulturen

ermittelt.
Die Ergebnisse sind in Tabelle 2 dargestellt.

3. Bestimmung der bakteriziden Wirkung in quantitativen Suspensionsversuchen
ohne und mit Albuminbelastung (1.2.3.)
Die Prifungen erfolgten mit Staphylococcus aureus und Pseudomonas aeruginosa.
Die Subkulturen wurden fiir 48 Stunden bei 36 -+ 1 °C bebriitet.
Tabellen 3 und 4 zeigen die Ergebnisse.
4. Bestimmung der bakteriziden und fungiziden Wirkung in Keimtrigerversuchen

(1.2.4.)

Die Kulturen wurden nach 72 Stunden bzw. 7 Tage Inkubation bei 36 + 1 °C
ausgewertet.

Die Ergebnisse sind in Tabelle 5 aufgefiihrt.

UL MELISEPTOL RAPID 21-02-00.doc



Priparat: Meliseptol rapid
Seite 5 von 5 zum Untersuchungsbericht vom 21.02,2000 an B. Braun Mcdical AG

1I. Versuche unter praxisnahien Bedingungen
1. Flachendesinfektion zur Hospitalprophylaxe und in der allgemeinen Praxis
(11.2.1.)

Die Versuche wurden mit der ,Abschwemmethode” durchgefithit Die Temperatur
betrug 21 + 2° C, die relative Luftfeuchte 50 +5 %.

Untersucht wurden die Priufsysteme Staphylococcus aureus, Escherichia coli,
Pseudomonas aeruginosa und Candida albicans. Die Kulturen wurden fur 72 Stunden
bei 36 + 1 °C inkubiert.

Die Ergebnisse sind in den Tabellen 6 - 9 zusammengefalt.

Unter HV sind die Ergebnisse der Hauptversuche angegeben, unter BV die der
Bestitigungsversuche.

Yy
£

Prof Dr. med. B. Wille
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Prof. dottor med. Burkhard Wille

Specialista in microbiologia ed epidemiologia infettiva
Specialista in igiene

Prof. dottor med. B. Wille — Postfach 101063 - 35340 GieBen

B. Braun Medical AG
Signor Andreas Arndt
Postfach 58

CH-6203 Sempach-Station

Ns. sigla
Dr.Fid/mo

SiemensstraBe 18
35394 GieBen

tel.: 0641 /979050
fax: 0641 /9790534

Data
21 febbraio 2000

PERIZIA SPECIALISTICA D'IGIENE

sull'idoneita del preparato

Meliseptol rapid

quale prodotto per la disinfezione delle superfici.

In data 13.01.2000 ci avete impartito l'ordine di analizzare l'efficacia microbiocida del Vs. preparato
predetto quale sostanza idonea per la disinfezione delle superfici.

[La prova ¢ stata effettuata ai sensi delle linee guida per la "Prova e la valutazione dei procedimenti
di disinfezione chimica, versione 12.07.1991" pubblicate dalla Commissione disinfettanti della

Societa Tedesca di Igiene e Microbiologia.

La prova dell’efficacia funghicida nel test in condizioni simili a quelle reali & stata effettuata
secondo Koller “Zur Methodik der Wirksamkeitspriifung von Flichendesinfektionsverfahren”
(Metodica della prova di efficacia dei disinfettanti per superfici), Hyg. & Med. 8 (1983), pagina 443

— 446.

[l rapporto sullo studio del 21.02.2000 ha fornito i risultati indicati qui di seguito, che hanno portato

alla seguente valutazione.



Determinazione dell'efficacia batteriostatica e micostatica, nonché delle sostanze inattivanti
idonee (1.2.1)

L'efficacia batteriostatica e micostatica della sostanza di prova ¢ stata dimostrata per i seguenti titoli
di inattivazione in %

per senza con le sostanze inattivanti ottimali
sostanze inattivanti

Staphylococcus aureus 25 20
Escherichia coli 15 15
Proteus mirabilis 10 15
Pseudomonas aeruginosa 5 15
Candida albicans 2.5 10

La sostanza inattivante ottimale ha dimostrato essere una combinazione di:

3,0 % Tween 80, 0,3 % lecitina, 0,1% cisteina.

In tutte le altre prove, tale combinazione ¢ stata pertanto aggiunta ai liquidi di risciacquo ovvero ai
mezzi di coltura.

Determinazione deil'effetto battericida ¢ funghicida nei test di sospensione qualitativa (1.2.2)

L'efficacia microbicida si ha per un tempo d'azione di un minuto per le concentrazioni della
sostanza di prova indicate quale percentuale

per
Staphylococcus aureus 5,0
Escherichia coli 5,0
Proteus mirabilis 10,0
Pseudomonas aeruginosa 25

Candida albicans 5,0



Determinazione dell'effetto battericida nel test di sospensione quantitativa (1.2.3)
L'efficacia richiesta ¢ stata dimostrata per le seguenti correlazioni di tempi d’azione-concentrazione

per Staphylococcus aureus
1 minuto per la sostanza di prova al 2,5 %

per Pseudomonas aeruginosa i valori sono stati
1 minuto per la sostanza di prova al 10 %

Determinazione dell’efficacia battericida e funghicida nei test batteriologici su supporti
(1.2.4.)

L'efficacia richiesta ¢ stata dimostrata per
un tempo d’azione di 120 minuti ed una concentrazione
della sostanza di prova del 5,0 %

Disinfezione delle superfici per la profilassi ospedaliera e nella pratica generale (11.2.1.d)

L’efficacia richiesta & stata raggiunta
per un tempo d’azione di 1 minuto
per la sostanza di prova utilizzata quale concentrato.



Sintesi e valutazione
In base ai risultati ottenuti in conformita alla "Linea guida per la prova e la valutazione dei
disinfettanti chimici, versione: 12.07.1991" della Societa Tedesca di Igiene e Microbiologia
(DGHM) ¢ possibile raccomandare l'utilizzo di

Meliseptol rapid
concentrato quale disinfettante per superfici per la profilassi ospedaliera e nella pratica generale

con un tempo d’azione di 1 minuto.

dottor W. U. Farber prof. dottor med. B. Wille



Prof. dottor med. Burkhard Wille

Specialista in microbiologia ed epidemiologia infettiva SiemensstraBe 18
Specialista in igiene 35394 GieBen
tel.; 0641 /979050
fax: 0641 /9790534

Prof. dottor med. B. Wille — Postfach 101063 - 35340 GieBen

B. Braun Medical AG
Signor Andreas Arndt
Postfach 58

CH-6203 Sempach-Station

Ns. sigla Data
Dr.Féd/bmo 21 febbraio 2000

RAPPORTO SULLO STUDIO

Disinfezione delle superfici

Committente: B. Braun Medical AG
Postfach 58
CH-6203 Sempach-Station

Sostanza di prova: Meliseptol rapid

Codice campione IKI: 00/1

Data di ricevimento: 14.01.2000

Inizio del test: 14.01.2000

Fine del test: 21.02.2000

Finalita: Determinazione delle correlazioni di concentrazione — tempi d’azione

della sostanza di prova efficaci ai fini della disinfezione

Metodo: Linea guida per la "Prova e la valutazione dei procedimenti di
disinfezione chimica, versione 12.07.1991"
Pubblicata dalla Commissione Disinfettanti della Societd Tedesca di
Igiene e Microbiologia
La prova dell’efficacia funghicida nel test in condizioni simili a quelle
reali ¢ stata effettuata in conformita a Koller “Zur Methodik der
Wirksamkeitspriifung von Flichendesinfektionsverfahren” (Metodica
di prova dell’efficacia dei disinfettanti per superfici), Hyg. & Med. 8
(1983), pagina 443 — 446.



Sostanza di prova: Consistenza: liquida
Codice lotto: Rp. Nr. 1/2/01/23
Data: 24.11.99
Principi attivi per 100 g
(sec. il produttore): 50 g 1-propanolo
0,075 g didecil-dimetilammoniocloruro
Colore: incolore, trasparente
Odore: alcolico

Valori pH della soluzione in %:

100 6,98

Sistemi di prova: Staphylococcus aureus ATCC 6538
Escherichia coli ATCC 11229
Proteus mirabilis ATCC 14153
Pseudomonas aeruginosa ATCC 15442
Candida albicans ATCC 10231

Mezzi di coltura e basali: Agar di peptone caseinico-farina di soia Merck 5458
Soluzione di peptone caseinico-farina di soia Merck 5459
Agar di glucosio-Sabourand Bacton & Dickinson 4354040

albumina Serva 11930
cisteina Merck 2838
istidina Merck 4351
lecitina Merck 5331
tiosolfato di sodio  Merck 6512
saponina Fluka 21079

Tween 80 Merck 822187



Supporti batteriologici:

Acqua di durezza standardizzata:

17,5 ml di una soluzione al 10% g/v CaCl, x 6 H,0
5 ml di una soluzione al 10% g/v MG SO, x 7 H,0
in 3300 ml di Aqua bidest.; autoclavata

Tessuto di cotone standard a norma DIN 53919
PVC morbido a norma DIN 16951

Grés vetrinato cod. art. 3701/colore 500
bianco opaco, Villeroy & Boch



RISULTATI
Test in-vitro

Determinazione dell'efficacia batteriostatica e micostatica, nonché delle sostanze
inattivanti idonee (L.2.1)

L'inibizione della crescita dei sistemi di prova & stata determinata dopo 72 ore di

incubazione a36 + 1° C,
I risultati sono riassunti nella Tabella 1.

Determinazione dell'effetto battericida e funghicida nei test di sospensione qualitativa
(L.2.2)

I risultati sono stati determinati dopo 72 ore di incubazione delle subcolture a 36 + 1° C.

I risultati sono rappresentati nella Tabella 2.

Determinazione dell'effetto battericida nei test di sospensione quantitativa senza e con
carica di albumina (1.2.3)

Le prove sono state eseguite con Staphylococcus aureus e Pseudomonas aeruginosa.

Le subcolture sono state incubate per 48 ore a 36 + 1° C.

I risultati sono riassunti nelle Tabelle 3 e 4.

Determinazione dell’efficacia battericida e fungicida nei test batteriologici su supporti

(1.2.4.)

Le colture sono state analizzate dopo 72 ore ovvero 7 giorni di incubazione a 36 + 1° C.

I risultati sono rappresentati nella Tabella 5.



11. Prove in condizioni simili a quelle reali

1. Disinfezione delle superfici per la profilassi ospedaliera e nella pratica generale
(IL2.1.d)

Le prove sono state eseguite con il “metodo a lavaggio™. La temperatura & stata di 21 + 2° C,
'umidita relativa dell’aria del 50 & 5 %.

Sono stati analizzati i sistemi di prova Staphylococcus aureus, Escherichia coli, Proteus
mirabilis, Pseudomonas aeruginosa e Candida albicans. Le colture sono state incubate per 72
orea36+1°C.

I risultati sono riassunti nelle Tabelle 6 - 9.

Sotto PP sono indicati i risultati dei test principali, sotto PC quelli dei test di conferma.

dottor W. U. Farber prof. dottor med. B. Wille
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Traducere din limba engleza

MIKROLAB
Laborator de microbiologie aplicata

MikroLab GmbH, Norderoog 2, D-28259 Bremen

Tn atentia autoritdtii competente din Turcia

Tel: +49 (421) 27819102

Fax: +49 (421) 276283

E-mail: MikroLab.GmbH@t-online.de
http://www.mikrolab-gmbh.de
Ust-IDNr.: DE208891444

Bremen, 27.11.2009

Prin prezenta MikroLab GmbH confirma ca rezultatele testelor de eficacitate a produsului

Meliseptol rapid

evaluate de dr. Jochen Steinmann

sunt Tn continuare valabile.

Cu stima,

Semnat indescifrabil
Dr. J. Steinmann

Stampila patrata
MIKROLAB GmbH
Norderoog 2
D-28259 Bremen

HBV (22.11.1999)

HCV (23.12.2001)
Rotavirus (03.04.2000)
Virusul vaccinia (20.03.2000)
Adenovirus (20.04.2000)

Virusul papova (09.05.2000)

27.11.2009


mailto:MikroLab.GmbH@t-online.de
http://www.mikrolab-gmbh.de/

Traducere din limba germana

DR. JOCHEN STEINMANN
Director in cadrul Autoritatii de Landului pentru D-28205 Bremen
Cercetare in Chimie, Igiena si Medicina Veterinara St.-Juergen-Strasse
Specializare Microbiologie si Igiena Medicala
Tel: (0421) 361-6119
Fax: (0421) 361-15666

09.05.2000
Dr. St/sbe

B.Braun Medical AG
Casuta postala 58

CH-6203 Sempach-Station

Eficacitatea MELISEPTOL RAPID impotriva SV 40 papovavirus

RAPORTUL DE CERCETARE $I REZUMATUL EXPERTULUI

Eficacitatea virucida a sprayului dezinfectant MELISEPTOL RAPID al firmei B. Braun Medical AG impotriva
papovirusului SV 40 a fost cercetata printr-un test cantitativ in suspensie, publicat sub forma de standard de
catre Agentia Federald pentru Sandtate (BGA) si Asociatia Germana pentru Combaterea Maladiilor Virale
(DVV). Conform acestui test in suspensie, un dezinfectant sau o solutie dezinfectantd cu o anumita
concentratie este considerata avand eficacitate virucida daca, in timpul de expunere recomandat, titrul se
reduce cu 4 logso.

MELISEPTOL RAPID a fost examinat sub forma de solutie 80.0%. Timpii de expunere au fost de 3, 5, 10 si 15

minute. Rezumand rezultatele experimentelor se poate recomanda utilizarea sprayului dezinfectant
MELISEPTOL RAPID pentru inactivarea papovavirusului SV 40 dupa cum urmeaza:

sub forma concentrata timp de 5 minute

semnat indescifrabil
Dr. J. Steinmann
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DR. JOCHEN STEINMANN
Director in cadrul Autoritatii de Landului pentru D-28205 Bremen
Cercetare in Chimie, Igiena si Medicina Veterinara St.-Juergen-Strasse
Specializare Microbiologie si Igiena Medicala
Tel: (0421) 361-6119
Fax: (0421) 361-15666

09.05.2000
Dr. St/sbe
B.Braun Medical AG
Casuta postala 58

CH-6203 Sempach-Station

Eficacitatea MELISEPTOL RAPID impotriva SV 40 papovavirus

RAPORTUL DE CERCETARE S| REZUMATUL EXPERTULUI

Sprayului dezinfectant MELISEPTOL RAPID al firmei B. Braun Medical AG a fost investigat, conform
contractului, pentru determinarea efectului virucid al acestuia impotriva Papovirusului SV 40 trunchiul 777
conform liniei directoare a Agentiei Federala pentru Sandtate (BGA) si Asociatia Germana pentru
Combaterea Maladiilor Virale (DVV).

n cadrul liniei directoare a BGA si DVV se considera ca existd o eficacitate impotriva virusului prezentat3 de
dezinfectant, daca dupa un anumit timp de actiune a avut loc o reducere a titrului viral initial cu 4 trepte
logio (inactivare > 99,99%).

Sprayului dezinfectant MELISEPTOL RAPID a fost examinat sub forma de solutie 80.0%. Timpii de actiune au
fost de 3, 5, 10 si 15 minute.

Rezumand rezultatele experimentelor se poate recomanda utilizarea sprayului dezinfectant MELISEPTOL
RAPID pentru inactivarea Papovavirusului SV 40 dupa cum urmeaza:

sub forma concentrata timp de 5 minute

semnat indescifrabil
Dr. J. Steinmann
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DR. JOCHEN STEINMANN
Director in cadrul Autoritatii de Landului pentru D-28205 Bremen
Cercetare in Chimie, Igiena si Medicina Veterinara St.-Juergen-Strasse
Specializare Microbiologie si Igiena Medicala
Tel: (0421) 361-6119
Fax: (0421) 361-15666
09.05.2000
Dr. St/sbe
B.Braun Medical AG
Casuta postala 58

CH-6203 Sempach-Station

Eficacitatea MELISEPTOL RAPID impotriva SV 40 papovavirus

RAPORTUL DE CERCETARE

Sprayului dezinfectant MELISEPTOL RAPID al firmei B. Braun Medical AG a fost investigat, conform
contractului, pentru determinarea capacitatilor acestuia de inactivare a virusului aplicat la Papovirusul SV 40
trunchiul 777, in cadrul unui test cantitativ in suspensie. Testarea a avut loc conform liniei directoare a
Agentiei Federald pentru Sandtate (BGA) si Asociatia Germana pentru Combaterea Maladiilor Virale (DVV)
pentru testarea eficacitatii dezinfectantilor impotriva virusilor (1,2). Tn acest caz este vorba de teste in
suspensie, in care se poate determina eficienta dezinfectantilor chimici in conditii definite cum ar fi
preparate-concentratii, timp de expunere, temperatura si incarcare proteica.

Aceasta linie directoare de testare exista din 1982 si s-a dovedit in trecut ca o metoda bine reproductibila.
Conform acestei linii directoare, un dezinfectant chimic este intotdeauna considerat a fi virucid daca este
posibila demonstrarea unei reduceri a titrului de patru trepte logio (inactivare > 99,99%).

a BGA si DVV se considera ca existd o eficacitate impotriva virusului prezentata de dezinfectant, daca dupa
un anumit timp de actiune a avut loc o reducere a titrului viral initial cu 4 trepte logio

n cadrul rezultatelor testelor cantitative in suspensie trebuie avut in vedere c&, fird experimentele practice
corespunzatoare, rezultatele demonstreaza doar o eficacitate virucida in vitro.
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1. Materiale si metode

1.1.Caracterizarea preparatului

Substante active conform referintei: 50 g 1-propanol

(Tn 100 g solutie) 0,075 g clorura de didecil-dimetil-amoniu
Forma de prezentare a preparatului: lichid clar, incolor

Mirosul preparatului: alcoolic

Numar sarja: 1/2/01/23 (07.10.99)

Valoare pH a solutiei nediluate: 7,47 (electrod de sticla)

Sprayului dezinfectant MELISEPTOL RAPID a fost utilizat nediluat in testele de inactivare. Datorita
adaosului de suspensie virala si de apa dublu distilata a rezultat o concentratie de test de 80,0%.

1.2. Obtinerea suspensiei virale

Papovavirusul SV 40 trunchiul 777 provenea de la Institutul de Virologie si Imunologie Medicala a
Universitatii din Essen. Virusul a fost transferat de patru ori in celulele CV-1 (celule renale ale
cercopitecului verde african, Cercopithecus aethiops) in cadrul experimentelor de inactivare descrise
aici.

Pentru obtinerea suspensiei virale au fost inoculate celulele CV-1, pastrate in sticle Roux cu mediu
Dulbecco (Biochrom) si 5% ser fetal de vitel (FKS, Boehringer Mannheim), cu 10 iDsq per celuld. Dupa
un timp de adsorbtie de doua ore si schimbare de mediu dupa 48 ore, celulele CV-1, la aparitia unui
efect citopatic, au fost supuse la trei cicluri de congelare/decongelare, iar resturile de celule au fost
indepartate printr-o centrifugare cu rotatie scazuta. Concentrarea a avut loc prin ultra-centrifugare
la 35.000 rot/min timp de trei ore intr-un rotor 42.1 (Beckmann Instruments). Sedimentul a fost re-
suspendat in apa dublu distilata.

1.3. Experimente de inactivare

Experimentele de inactivare au fost derulate conform liniei directoare a BGA si DVV. Opt parti
volumetrice din dezinfectant au fost amestecate cu o parte volumetrica de suspensie SV 40 si o parte
volumetrica apa dublu distilatd. Pentru experimentul cu incarcare proteicd, in loc de apa dublu
distilatd s-a addugat o parte volumetrica de albumina sericd de vitd 2% (bovine serum albumine =
BSA, Behringwerke AG), respectiv o parte volumetrica de ser fetal de vitel (FKS, Flow Laboratories).
Proba de control a constat dintr-o parte volumetrica suspensie virald, patru parti volumetrice PBS si
cinci parti volumetrice dintr-o solutie formaldehidica de 1,4%. Determinarea concentratiei de
formaldehida a fost efectuata cu metoda clorurii de hidroxilamoniu.

Mai departe au fost efectuate seturi de teste de control pentru determinarea titrului viral dupa cel
mai mare timp de expunere testat, conform linie directoare.

Experimentele de inactivare au fost efectuate in flacoane inchise intr-o baie de apa la 20°C. Dupa
fiecare timp de expunere au fost extrase parti cantitative si s-a determinat infectiozitatea reziduala.
Toate experimentele au fost efectuate ca duble determinari.
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1.4. Determinarea infectiozitatii

Determinarea infectiozitatii a avut loc cu ajutorul titrarii dilutiei finale cu flacoane Leighton (Nunc).
Astfel, probele aleatoare, care dupa recoltare au fost diluate intr-un procent de 10 intr-un mediu
Dulbecco inghetat si 1% ser de vitel, au fost fiecare transferate in flacoane Leighton continand celule
CV-1. Dupa o adsorbtie de doua ore a fost adaugat mediu Dulbecco. Determinarea titrului viral a
avut loc dupa 14 zile. Calcularea a fost efectuate cu metoda Spearman-Karber (iDso/ml).

1.5. Determinarea cito-toxicitatii

Pentru determinarea toxicitatii dezinfectantului au fost amestecate doua parti volumetrice PBS cu
opt parti dezinfectant, respectiv dilutie a dezinfectantului, si au fost distribuite pe culturile celulare
CV-1.

Prin acest experiment trebuia sa se determine pragul inferior de identificare a Papovavirusului SV 40
ne-inactivat.

1.6. Calcularea eficientei virucide

Evaluarea eficientei virucide a dezinfectantului testat a avut loc prin calcularea scaderii titrului fata
de titrarea de control efectuata in paralel, fara adaugare de dezinfectant. Diferenta este data sub
forma de A logio iDso.

2. Reuzultate

Paralel cu experimentele de inactivare a fost determinata cito-toxicitatea MELISEPTOL RAPID si a
solutiei formaldehidice de 0,7%. Rezultatele sunt prezentate in Tabelul 1. Solutia formaldehidica de
0,7% inca avea efecte toxice intr-o dilutie de 0,1% (1:1000). Ceea ce matematic inseamna o valoare
logio CDso (in analogie cu valoarea iDso) de 3,5. Opus acesteia, la o solutie MELISEPTOL RAPID de
80,0% s-a gasit o valoare de 2,5.

Aceste experimente de determinare a cito-toxicitatii sunt neaparat necesare pentru a determina
pragul inferior de identificare a Papovavirusului SV 40 ne-inactivat.

Rezultatele cercetarii experimentelor de inactivare se regdsesc in Tabelul 2 si imaginile 1 pana la 4.
Titrul initial al suspensiei virale utilizate s-a situat intre 7,00 si 7,25 logio iDso/ml. Din Tabelul 2 si
imaginea 1 se poate observa ca solutia formaldehidica de 0,7% nu a fost in stare sa reduca
semnificativ titrul Papovavirusului SV 40 in decursul timpilor de expunere testati. Dupa 15 minute,
scaderea titrului viral initial era de 1,05 trepte logio.

MELISEPTOL RAPID a fost cercetata sub forma de solutie de 80,0%. Timpii de expunere au fost de 3,
5, 10 si 15 minute.

Tn urma testarii MELISEPTOL RAPID a rezultat o efect virucid marcatfatd de Papovavirusul SV 40. Din
Tabelul 2 rezulta ca solutia de dezinfectant 80,0% a fost in stare sa reduca titrul viral initial cu peste
patru trepte logio, dupa cinci minute, pentru toate cele trei seturi de testare, deci si in prezenta
albuminei. Factorii de reducere logaritmica au fost de 4,25, 4,25 si 4,00.Ceea ce inseamna pentru
toate cazurile o inactivare de egal cu sau mai mult de 99,99% si demonstreaza efectul virucid.
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Traducere din limba germana
Dupa cum se cunoaste, in standardul BGA si DVV se considera existenta unei eficacitati, daca este
atinsa o reducere de titru de cel putin patru trepte logio (inactivare > 99,99%).

Dupa zece minute nu s-a mai putut identifica Tn nici un set de testare Papovavirusul SV 40.

Semnat indescifrabil
Dr. J. Steinmann
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Tabelul 1: Cito-toxicitatea MELISEPTOL RAPID si a solutiei formaldehidice de 0,7%



Traducere din limba germana

Solutii Trepte de dilutie
10? 10 103 10* 10°

MELISEPTOL RAPID -

concentratie 80,0 % - - -

Formaldehida —

concentratie 0,7 %




Traducere din limba germana

Tabelul 2: Eficacitatea MELISEPTOL RAPID si a formaldehidei asupra PAPOVAVIRUSULUI SV 40 in testul cantitativ in suspensie la 20°C

Continut de virus Tn proba Reducerea titrului de infectiozitate (A logio iDso)
MELISEPTOL RAPID- de control* Tncircare proteica dupa

concentratie (log1o iDso/ml) 3 Min. 5 Min. 10 Min. 15 Min.
80,0 % 7,25 fara 3,12 4,25 >4,75 >4,75
80,0 % 7,00 0,2 % BSA 2,45 4,25 >4,50 >4,50
80,0 % 7,12 10,0 % FKS 2,00 4,00 >4,62 > 4,62

Formaldehida -

concentratie

0,7% 7,25 fara n.d. 0,61 0,94 1,05

n.d. = neefectuat
* determinarile titrului viral au avut loc dupa cel mai lung timp de expunere



Traducere din limba germana

Viruciditatea formaldehidei (0,7%)
Set de testare fara incarcare proteica

0 qkReducer.e.a_’_ci’_c_rull_Ji Aloglo iD;_o
0,2 @I
0,4 e
0,6
08

1|

I
0 3 5 10

‘L_ﬂ'

Timp (min.)

Imaginea 1: Eficacitatea impotriva Papavovirusului SV 40 in testul in suspensie la 20°C



Traducere din limba germana

Viruciditatea MELISEPTOL RAPID (80,0%)

Set de testare fara incarcare proteica
Reducerea titrului Alogig iDsg

0

2 " o ' ' ' ' Cito-toxicitate

0 3 5 10 15

Timp (min.)
Imaginea 2: Eficacitatea impotriva Papavovirusului SV 40 in testul in suspensie la 20°C



Traducere din limba germana

Viruciditatea MELISEPTOL RAPID (80,0%)
Set de testare cu albumina serica

Reducerea titrului Alogio iDsg

0

Cito-toxicitate

0 3 5 10 15

Timp (min.)
Imaginea 3: Eficacitatea impotriva Papavovirusului SV 40 in testul in suspensie la 20°C



Traducere din limba germana

Viruciditatea MELISEPTOL RAPID (80,0%)
Set de testare cu FKS

Reducerea titrului Alogyo iDsg

0
1
2
Cito-toxicitate

3
4 —

T S — . ) “'?:?__. TR
5

0 3 5 10 15

Timp (min.)

Imaginea 4: Eficacitatea impotriva Papavovirusului SV 40 in testul in suspensie la 20°C
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papovavirus SV 40 efficacy of MELISEPTOL RAPID

EXPERT’S INVESTIGATION REPORT AND SUMMARY

The virucidal efficacy of the spray disinfectant MELISEPTOL RAPID from the firm B. Braun
Medical AG against papovavirus SV 40 was investigated by a quantitative suspension test
published as a guideline of the Bundesgesundheitsamt (Federal Board of Health) and the
Deutsche Vereinigung zur Bek&mpfung der Viruskrankheiten e.V. (German Society for the
Control of Virus Diseases). According to this suspension test, a disinfectant or a disinfec-
tant solution at a particular concentration is considered as having virucidal efficacy if within

the recommended exposure period the titre is reduced by 4 log,,.
MELISEPTOL RAPID was examined as a 80.0% solution. The exposure times were 3, 5,

10 and 15 minutes. Summarizing the results of the experiments it can be recommended to

use the spray disinfectant MELISEPTOL RAPID for the inactivation of papovavirus SV 40
as follows;

concentrated 5 min.

Stelnmann
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Papovavirus SV 40-Wirksamkeit von MELISEPTOL RAPID

GUTACHTERLICHE BEURTEILUNG UND ZUSAMMENFASSUNG

Das Sprihdesinfektionsmittel MELISEPTOL RAPID der Firma B. Braun Medical AG wurde
geman Auftrag auf seine viruziden Eigenschaften gegeniber dem Papovavirus SV 40
Stamm 777 nach der Richtlinie des Bundesgesundheitsamtes (BGA) und der Deutschen
Vereinigung zur Bekampfung der Viruskrankheiten e.V. (DVV) untersucht.

In der Richtlinie des BGA und der DVV wird dann von einer Virus-Wirksamkeit eines
Desinfektionsmittels ausgegangen, wenn nach einer bestimmten Einwirkzeit eine Reduk-
tion des initialen Virustiters um vier log,,-Stufen (Inaktivierung > 99,99%) erfolgt ist.

Das Spriihdesinfektionsmittel MELISEPTOL RAPID wurde als 80,0 %ige Lésung unter-
sucht. Die Einwirkzeiten betrugen 3, 5, 10 und 15 Minuten.
Zusammenfassend kann nach diesen Untersuchungsergebnissen fir das Sprihdes-

infektionsmittel folgende Anwendungsempfehlung zur Papovavirus SV 40-Inaktivierung

gegeben werden:

unverdiinnt 5 Minuten
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Papovavirus SV 40-Wirksamkeit von MELISEPTOL RAPID

UNTERSUCHUNGSBERICHT

Das Spruhdesinfektionsmittel MELISEPTOL RAPID der Firma B. Braun Medical AG wurde
gemaR Auftrag auf seine virusinaktivierenden Eigenschaften gegentber dem Papovavirus
SV 40 Stamm 777 im quantitativen Suspensionsversuch geprift. Die Prifung erfolgte nach
der Richtlinie des Bundesgesundheitsamtes (BGA) und der Deutschen Vereinigung zur
Beka&mpfung der Viruskrankheiten e.V. (DVV) zur Prifung von chemischen Desinfektions-
mitteln auf Wirksamkeit gegen Viren (1,2). Hierbei handelt es sich um Suspensionsver-
suche, bei denen die Wirksamkeit von chemischen Desinfektionsmitteln unter definierten
Bedingungen wie Préparate-Konzentration, Einwirkzeit, Temperatur und Eiweilbelastung,
ermittelt werden kann.

Diese Priifrichtlinie existiert seit 1982 und hat sich in der Vergangenheit als eine gut repro-
duzierbare Methode bewahrt. Nach dieser Richtlinie wird ein chemisches Desinfektions-
mittel immer dann als viruzid angesehen, wenn eine Titerreduktion von vier log,,-Stufen
(Inaktivierung > 99,99%) darstelibar ist.

Bei den Ergebnissen der quantitativen Suspensionsversuche sollte beachtet werden, dass
ohne entsprechende praxisnahe Versuche die Resultate lediglich eine viruzide Wirksam-

keit in vitro demonstrieren.
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1.2

Material und Methoden

Charakteristik des Priaparates

Wirkstoffe laut Angabe . 50 g 1-Propanol

(in 100 g Losung) 0,075 g Didecyldimethylammoniumchilorid
Aussehen des Préparates : klare, farblose Flissigkeit

Geruch des Préparates . alkoholisch

Chargennummer © 1/2/01/23 (07.10.99)

pH-Wert der unverdlinnten

Lésung . 7,47 (Glaselektrode)

Das Spruhdesinfektionsmittel MELISEPTOL RAPID wurde bei den Inaktivierungs-
versuchen unverdinnt eingesetzt. Bedingt durch die Zugabe der Virussuspension

und des Aqua bidest. resultierte eine 80,0 %ige Prifkonzentration.

Herstellung der Virussuspension

Das Papovavirus SV 40 Stamm 777 stammte vom Institut fir Med. Virologie und
Immunologie der Universitdt Essen. Das Virus war von den hier beschriebenen
Inaktivierungsversuchen viermal in CV-1 Zellen (Nierenzellen der Afrikanischen
Grunen Meerkatze, Cercopithecus aethiops) passagiert worden.

Zur Herstellung der Virussuspension wurden CV-1 Zellen, die in Roux-Flaschen mit
Dulbecco-Medium (Biochrom) und 5% foetalem Kélberserum (FKS, Boehringer
Mannheim) gehalten wurden, mit 10 iD,, pro Zelle beimpft. Nach zweistiindiger Ad-
sorptionszeit und Mediumwechsel nach 48 Stunden wurden die CV-1 Zellen bei
Auftreten eines cytopathischen Effekts drei Einfrier-/Auftauzyklen unterworfen und
die Zellreste durch eine niedertourige Zentrifugation entfernt. Die Konzentrierung
erfolgte durch Ultrazentrifugation bei 35.000 UpM fiir drei Stunden im Rotor 42.1

(Beckman Instruments). Das Sediment wurde in Aqua bidest. resuspendiert.
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1.3.

1.4,

1.5.

Inaktivierungsversuche

Die Inaktivierungsversuche wurden entsprechend der Richtlinie des BGA und der
DVV durchgefuhrt. Acht Volumenteile des Desinfektionsmittels wurden mit einem
Volumenteil SV 40-Suspension und einem Volumenteil Aqua bidest. vermischt. Bei
den Versuchen mit Eiweil3belastung wurde anstelle von Aqua bidest. ein Volumen-
teil 2 %iges Rinderserumalbumin (bovine serum albumin = BSA, Behringwerke AG)
bzw. ein Volumenteil foetales Kalberserum (FKS, Flow Laboratories) zugegeben.
Eine Kontrolle bestand aus einem Volumenteil Virussuspension, vier Volumenteilen
PBS und funf Volumenteilen einer 1,4 %igen Formaldehyd-Lésung. Die Bestim-
mung der Formaldehyd-Konzentration wurde mit der Hydroxylammoniumchlorid-
Methode vorgenommen.

Ferner sind Kontrollansatze flr die Bestimmung des Virustiters nach der langsten
der gepriiften Einwirkzeiten entsprechend der Richtlinie mitgefiihrt worden.

Die Inaktivierungsversuche wurden in geschlossenen Glasréhrchen in einem Was-
serbad bei 20°C durchgefuhrt. Nach den einzelnen Einwirkzeiten wurden Teilmen-
gen entnommen und die Restinfektiositat ist bestimmt worden.

Alle Untersuchungen wurden als Doppelbestimmungen durchgefihrt.

Bestimmung der Infektiositit

Die Bestimmung der Infektiositat geschah mit Hilfe der Endverdinnungstitration mit
Leighton-Réhrchen (Nunc). Dabei wurden die Stichproben, die nach ihrer Ent-
nahme mit eiskaltem Dulbecco-Medium und 1% Kalberserum in ganzzahligen
Potenzen von 10 verdinnt waren, jeweils in Leighton-Réhrchen mit CV-1 Zellen
Uberfuhrt. Nach zweistindiger Adsorption wurde Dulbecco-Medium zugegeben.
Die Bestimmung des Virustiters erfolgte nach 14 Tagen. Die Berechnung wurde
mit der Methode Spearman-Karber vorgenommen (iDs/ml).

Bestimmung der Cytotoxizitat

Fur die Toxizitdtsbestimmung des Desinfektionsmittels wurden zwei Volumenteile
PBS mit acht Teilen des Desinfektionsmittels bzw. der Desinfektionsmittelverdtn-
nung vermischt und auf CV-1 Zellkulturen gebracht.

Durch diesen Versuch sollte die untere Nachweisbarkeitsschwelle flr nichtinakti-

viertes Papovavirus SV 40 festgestelit werden.
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1.6.

Berechnung der viruziden Wirkung

Die Beurteilung der viruziden Wirkung des zu prifenden Desinfektionsmittels
erfolgte durch Berechnung des Titerabfalls gegeniiber der jeweils parallel durch-
gefuhrten Kontrolltitration ohne Desinfektionsmittel. Die Differenz wird als A log,,
iDs, angegeben.

Ergebnisse

Parallel zu den Inaktivierungsversuchen wurde die Cytotoxizitat von MELISEPTOL
RAPID und der 0,7 %igen Formaldehyd-Lésung ermittelt. Die Ergebnisse sind in
der Tabelle 1 dargestellt. Die 0,7 %ige Formaldehyd-Lésung wirkte noch toxisch in
einer 0,1 %igen Verdinnung (1 : 1000). Dies bedeutet rechnerisch einen log,,
CDs-Wert (in Analogie zum iDs-Wert) von 3,5. Demgegeniiber ist bei 80,0 %igen
MELISEPTOL RAPID-L&sung ein Wert von 2,5 gefunden worden.

Diese Versuche zur Feststellung der Cytotoxizitat sind unbedingt erforderlich um
die untere Nachweisbarkeitsschwelle fur nichtinaktiviertes Papovavirus SV 40 zu

determinieren.

Die Untersuchungsergebnisse der Inaktivierungsversuche finden sich in der
Tabelle 2 und den Abbildungen 1 bis 4. Die Ausgangstiter der eingesetzten Virus-
suspensionen beliefen sich zwischen 7,00 und 7,25 log,, iDsy/ml. Aus der Tabelle 2
und der Abbildung 1 ist ersichtlich, dass die 0,7 %ige Formaldehyd-L&sung nicht
in der Lage war den Papovavirus SV 40-Titer innerhalb der gepriften Einwirkzeiten
entscheidend zu senken. Nach 15 Minuten betrug der Abfall des initialen Virustiters
1,05 log,-Stufen.

MELISEPTOL RAPID wurde als 80,0 %ige Lésung untersucht. Die Einwirkzeiten
betrugen 3, 5, 10 und 15 Minuten.

Bei der Uberpriifung von MELISEPTOL RAPID fand sich eine ausgepragte Viruzi-
die gegeniber dem Papovavirus SV 40. Aus der Tabelle 2 ergibt sich, dass die
80,0 %ige Desinfektionsmittellésung in der Lage war den initialen Virustiter nach
funf Minuten in allen drei Anséatzen, also auch in Gegenwart von Eiwei3, um mehr
als vier log,,-Stufen zu reduzieren. Die logarithmischen Reduktionsfaktoren betru-
gen 4,25 , 4,25 und 4,00. Dies bedeutet in allen Fallen eine Inaktivierung von
gleich oder mehr als 99,99% und belegt die Viruzidie. Bekanntlich wird in der
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Richtlinie des BGA und der DVV immer dann von einer Wirksamkeit ausgegangen
wird, wenn eine Titerreduktion von mindestens vier log,,-Stufen (Inaktivierung
> 99,99%) darstellbar ist. Nach zehn Minuten konnte dann in allen Ansétzen kein
Papovavirus SV 40 mehr detektiert werden.
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Tabelle 1: Cytotoxizitéit von MELISEPTOL RAPID und der 0,7 %igen Formaldehyd-

Lésung.

Verdunnungsstufen

Lésungen 10" 107 10° 10 107

MELISEPTOL RAPID-
Konzentration
80,0 % + + - - -

Formaldehyd-
Konzentration

0,7% + + + - -
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Efficacia di MELISEPTOL RAPID su Papovavirus SV-40

VALUTAZIONE PERITALE E SINTESI

Il disinfettante spray MELISEPTOL RAPID della ditta B. Braun Medical AG ¢ stato analizzato,
come da ordine, in relazione alle sue proprietd virucide sul Papovavirus SV 40 ceppo 777 in
conformita alla linea guida dell'Ufficio Sanitario Federale (BGA) e della Deutsche Vereinigung zur
Bekdmpfung der Viruskrankheiten e.V. (DVV).

La linea guida di BGA e DVV considera un disinfettante efficace su un virus se, dopo un
determinato tempo d’azione, ha avuto luogo una riduzione del titolo virale iniziale pari a quattro

livelli logg (inattivazione = 99,99%).

Il disinfettante spray MELISEPTOL RAPID ¢ stato analizzato quale soluzione all’80,0%. I tempi di
azione sono stati di 3, 5, 10 e 15 minuti.
In sintesi, sulla base dei risultati di queste analisi, in relazione all'inattivazione del Papovavirus SV

28205 Bremen
St-Jurgen-Stralfie

Tel..: (0421) 361-6119
Fax: (0421)361-15666

09.05.2000
Dr. St/sbe

40 per il disinfettante spray ¢ possibile fornire la seguente raccomandazione d’uso:

non diluito

dottor J. Steinmann
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Efficacia di MELISEPTOL RAPID su Papovavirus SV 40

RELAZIONE SULLE PROVE

I1 disinfettante spray MELISEPTOL RAPID della ditta B. Braun Medical AG ¢ stato analizzato,
come da ordine, rispetto alle sue proprieta virucide sul Papovavirus SV 40 ceppo 777 mediante test
di sospensione quantitativa. La prova & stata eseguita in conformita alla linea guida dell'Ufficio
Sanitario Federale (BGA) e della Deutsche Vereinigung zur Bekimpfung der Viruskrankheiten e.V.
(DVV) per la prova dell'efficacia sui virus dei disinfettanti chimici (1,2). Si tratta di test di
sospensione, in cui l'efficacia dei disinfettanti chimici pud essere determinata in condizioni
predefinite a livello di concentrazione del preparato, tempo di azione, temperatura e carica proteica.
Questa linea guida esiste gia dal 1982 ed in passato ha dimostrato di essere un metodo ottimamente
riproducibile. Secondo tale linea guida, un disinfettante chimico & sempre considerato virucida se &
possibile rilevare una riduzione del titolo pari a quattro livelli log;o (inattivazione > 99,99%).

Per quanto riguarda i risultati dei test di sospensione quantitativa va tuttavia tenuto presente che

senza delle corrispondenti prove pratiche i risultati dimostrano esclusivamente un'efficacia virucida
in-vitro.



1.1

1.2

Materiale e metodi

Caratteristiche del preparato

Principi attivi secondo le indicazioni: 50 g di 1-propanolo

(in 100 g di soluzione) 0,075 g di didecil-dimetilammoniocloruro
Aspetto del preparato: liquido incolore trasparente

Odore del preparato: alcolico

Codice lotto: 1/2/01/23 (07.10.99)

Valore pH della soluzione

non diluita: 7,47 (elettrodo in vetro)

Nelle prove di inattivazione il disinfettante spray MELISEPTOL RAPID ¢ stato utilizzato
non diluito. Aggiungendo la sospensione virale e I'Aqua bidest. ne & risultata una
concentrazione di prova dell'80,0 %.

Produzione della sospensione virale

Il Papovavirus SV 40 ceppo 777 proveniva dall'lstituto di Virologia Medica ed
Immunologia dell'Universita di Essen. Prima delle prove di inattivazione qui illustrate il
virus ¢ stato sottoposto a quattro passaggi in cellule CV-1 (cellule renali di Cercopithecus
aethiops).

Per produrre la sospensione virale le cellule CV-1, tenute in flaconi Roux con mezzo
Dulbecco (Biochrom) e siero di vitello fetale al 5 % (FKS, Boehringer Mannheim) sono
state inoculate con 105y ID per cellula. Dopo un tempo di assorbimento di due ore e
sostituzione del mezzo dopo 48 ore le cellule CV-1 sono state assoggettate, dopo la
comparsa dell’effetto citopatico, a tre cicli di congelamento/scongelamento ed i detriti
cellulari sono stati quindi rimossi mediante centrifugazione a basso numero di giri. La
concentrazione ¢ stata eseguita mediante ultracentrifugazione a 35.000 giri/min. per tre ore
in rotore 42.1 (Beckman Instruments). Il sedimento ¢ stato risospeso in Aqua bidest.



1.3

1.4

1.5

Prove di inattivazione

Le prove di in attivazione sono state eseguite in conformitd alla linea guida di BGA e di
DVV. Otto parti in volume di disinfettante sono state miscelate con una parte in volume di
sospensione di SV 40 ed una parte in volume di Aqua bidest. Nei test con carica proteica,
invece dell’Aqua bidest. ¢ stata aggiunta una parte in volume di sieroalbumina bovina al 2 %
(bovine serum albumine, BSA, Boehringwerke AG) ovvero una parte in volume di siero di
vitello fetale (FKS, Flow Laboratories).

Un controllo era composto da una parte in volume di sospensione virale, quattro parti in
volume di tampone fosfato e cinque parti in volume di soluzione di formaldeide all’1,4%. La
determinazione della concentrazione di formaldeide & stata eseguita con il metodo
dell'idrossilammonio cloruro.

Inoltre, in conformita alla linea guida, sono stati gestiti dei preparati di controllo per la
determinazione del titolo virale dopo il pilt lungo dei tempi d'azione analizzati.

Le prove di inattivazione sono state eseguite in provette in vetro chiuse in un bagno d’acqua
a 20° C. Dopo i singoli tempi d'azione sono stati prelevati dei quantitativi parziali ed ¢ stata
determinata l'infettivita residua.

Tutte le analisi sono state condotte quali determinazioni doppie.

Determinazione dell'infettivita

La determinazione dell'infettivita ¢ avvenuta mediante titolazione della diluizione finale con
provette Leighton (Nunc). I campioni, che dopo il prelievo sono stati diluiti in potenze intere
di 10 con mezzo Dulbecco gelato e siero di vitello all’l %, sono stati messi in provette
Leighton con cellule CV-1. Dopo due ore di assorbimento & stato aggiunto il mezzo
Dulbecco. La determinazione del titolo virale ¢ stata effettuata dopo 14 giorni. Il calcolo &
stato effettuato con il metodo Spearman-Kérber (iDsp/ml).

Determinazione della citotossicita

Per il controllo della tossicita del disinfettante due parti in volume di tampone fosfato sono
state miscelate con otto parti in volume di disinfettante ovvero della relativa diluizione e
messe su colture cellulari CV-1.

Con questo test doveva essere accertata la soglia inferiore di rilevabilita del Papovavirus SV
40 non inattivato.



1.6 Calcolo dell’effetto virucida

La valutazione dell’effetto virucida del disinfettante da testare & stata effettuata calcolando
la riduzione del titolo rispetto alla relativa titolazione di controllo senza disinfettante
eseguita parallalelamente. La differenza ¢ indicata come A logyg iDsg

2. Risultati

Parallelamente ai test di inattivazione ¢ stata determinata la citotossicita di MELISEPTOL
RAPID e della soluzione di formaldeide allo 0,7 %. 1 risultati sono illustrati nella Tabella
1. La soluzione di formaldeide allo 0,7% presentava un effetto tossico ancora per la
diluizione dello 0,1 % (1 : 1000). Cio significa a livello di calcolo un valore logjo iDsy (in
analogia al valore iDsg) di 3,5. Per contro, per la soluzione di MELISEPTOL RAPID
all’80,0 % ¢ stato rilevato un valore di 2,5.

Queste prove di determinazione della citotossicitd sono assolutamente necessarie per
determinare la soglia inferiore di rilevabilita del Papovavirus SV 40 non inattivato.

[ risultati dello studio dei test di inattivazione sono riportati nella Tabella 2 e nelle Figure 1
- 4. 1 titoli di partenza delle sospensioni virali utilizzate erano compresi tra 7,00 e 7,25 log)o
iDso /ml. Nella Tabella 2 e la Figura 1 si osserva che la soluzione di formaldeide allo 0,7%
non ¢ stata in grado di ridurre in maniera decisiva il titolo del Papovavirus SV 40 entro i
tempi di azione analizzati. Dopo 15 minuti la riduzione del titolo virale iniziale era di 1,05
livelli 10g10.

MELISEPTOL RAPID ¢ stato analizzato quale soluzione all’80,0 %. I tempi di azione sono
stati di 3, 5, 10 e 15 minuti.

Nell’analisi di MELISEPTOL RAPID ¢ stata accertata una spiccata virucidia rispetto al
Papovavirus SV 40. Nella Tabella 2 si osserva che dopo cinque minuti la soluzione di
disinfettante all’80,0 % ¢& stata in grado di ridurre il titolo virale iniziale in tutti tre i
preparati, ovvero anche in presenza di proteine, di oltre quattro livelli logyo. I fattori di
riduzione logaritmici sono stati di 4,25, 4,25 e 4,00. Cid significa in tutti i casi
un'inattivazione uguale o superiore al 99,99% e dimostra la virucidia. Notoriamente, nella
linea guida del BGA e del DVV si presuppone che un’efficacia rispetto al virus sussista
sempre quando ¢ possibile accertare una riduzione del titolo di almeno quattro livelli log)o
(inattivazione = 99,99 %). Dopo dieci minuti il Papovavirus SV 40 non era pit rilevabile in
nessuno dei preparati.

dottor J. Steinmann
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Tabella 1: Citotossicita di MELISEPTOL RAPID e della soluzione di formaldeide allo 0,7 %

Livelli di diluizione
Soluzioni 107 10~ 10” 10 107
MELISEPTOL RAPID
concentrazione + + - - -
80,0 %
Formaldeide
concentrazione 0,7 % + + + - -




Tabella 2: Efficacia di MELISEPTOL RAPID e della formaldeide su Papovavirus SV 40 nel test di
sospensione quantitativa a 20° C

Riduzione del titolo infettivo (A log, iDsg)
Dopo
Concentrazione | Contenuto di
di virus nel Carica proteica 3 min 5 min 10 min 15 min

MELISEPTOL controllo*

RAPID (loglﬂ iDs; ;’ml)

80,0 % 7,25 senza 3,12 4,25 > 4,75 >4.75

80,0 % 7,00 2,0 % SAB 2,45 4,25 >4.50 > 4,50

80,0 % 7,12 10,0 SVF 2,00 4,00 > 4,62 > 4,62
Concentrazione
di formaldeide

0,7 % 7,25 senza n.e 0,61 0,94 1,05

n.e. = non eseguito

* Le determinazioni del titolo virale hanno avuto luogo dopo il tempo d’azione pit lungo
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Eficacitatea Meliseptol rapid impotriva MNV intr-un test cantitativ al suspensiei la 20 °C conform
EN 14476:2007-02 in conditii de curatenie

EVALUAREA EXPERTILOR
Aceasta evaluare a expertilor se bazeaza pe raportul testului B10ML1060-1M din data de 25.06.2010.

Proprietatile de inactivare a virusilor ale dezinfectantului pentru suprafete Meliseptol rapid de la B. Braun
Medical AG impotriva norovirusului murin (MNV) au fost investigate printr-un test cantitativ al suspensiei
conform 14476:2007-02, in conditii de curatenie.

MNV a fost ales ca surogat pentru norovirusii umani, deoarece nu este disponibil un sistem pentru
replicarea virusilor. Prin testarea acestui virus surogat, este creatad posibilitatea de a face recomandari
pentru inactivarea de catre dezinfectant a norovirusilor umani.

Potrivit acestui test al suspensiei, se considera ca un dezinfectant sau o solutie de dezinfectant cu o
anumitd concentratie are proprietéati de inactivare a virusilor daca, in perioada de expunere recomandata,
titrul este redus cu 2 4 log+o (inactivare > 99,99 %).

Meliseptol rapid a fost analizat nediluat la 20 °C. Timpii de expunere au fost de 30, 60, 120 si 300
secunde. Dupa un timp de expunere de 60 de secunde, reducerea virusilor a depasit 4 logio. Astfel,
activitatea virucida impotriva MNV a fost masurata dupa cum urmeaza:

nediluat 60 s

[Semnatura indescifrabild]
Dr. J. Steinmann
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1. Introducere

Obiectivul acestui studiu a fost de a evalua proprietatile de inactivare a virusilor ale dezinfectantului
pentru suprafete Meliseptol rapid impotriva norovirusului murin (MNV) ca surogat pentru norovirusii umani
folosind o analiza a suspensiei cantitative conform EN 14476:2007-02 (1) in conditii de curatenie.

2. Laboratorul de testare

MikroLab GmbH, Norderoog 2, D-28259 Bremen

3. Identificarea probei

Producatorul B. Braun Medical AG

Numele produsului Meliseptol rapid

Aplicatia dezinfectarea suprafetei

Numarul de lot 0172M03

Data expirarii 03.2013

Substantele active si concentratiile in 100 g 50 % 1-propanol 0,075 % DDAC

Aspectul si mirosul lichid limpede, incolor; specific produsului

Valoare pH in SHW nediluat: 6,44 (20 °C)

Conditiille de depozitare temperatura camerei, ferit de razele solare (zona
cu acces limitat)

Data primirii la laborator 04.05.2010

4. Materialele

4.1 Mediul de cultura si reactivii

- Mediu Eagle's modificat de Dulbeco (DMEM, Lonza Group Ltd., nr. de catalog BE12- 614F)

- Ser de fetus de vaca (Thermo Fisher, articolul nr. CH30160.02)

- 1,4 % solutie de formaldehida (Chemisch-technologisches Laboratorium Dr. Melzer, D-28199
Bremen)

- Apa bidistilata (Fresenius Kabi Deutschland, articolul nr. P2N 1636071)

- PBS (Invitrogen, articolul nr. 18912-014)

- BSA (Sigma-Aldrich-Chemie GmbH, articolul nr. CA-2153)
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4.2 Virusul si celulele

MNV a fost obtinut de la PD. Dr. E. Schreier, sef al departamentului de epidemiologie moleculara a
patogenilor virali FG15 de la Robert Koch-Institute (RKI) din Berlin. Tnainte de inactivare, MNV a trecut de
trei ori in celulele RAW 264.7 (un virus asemanator macofagelor, leucemia Abelson a transformat linia
celulara provenita din soareci BALB/c, ATCC TIB-71).

Celulele au fost examinate in mod regulat in ceea ce priveste modificarile morfologice si contaminarea cu
micoplasme. Nu au putut sa fie identificate modificari morfologice ale celulelor si contaminari cu
micoplasme.

4.3 Aparatura, sticlarie si echipamentele mici

- Incubator C02, Nunc GmbH & Co. KG, model QWJ 350

- Agitator (Vortex Genie Mixer, tipul G 560E)

- Masurare a pH 315i (WTW, nr. articol 2A10-100)

- Centrifuga (Sigma-Aldrich-Chemie GmbH, tipul 113)

- Microscop (Olympus, tipul CK 30)

- Baie de apa (JULABO, Julabo U 3)

- Pipete automate cu volum ajustabil (Eppendorf AG)

- Placa de microtitrare cu 96 de godeuri Polysterol (Nunc GmbH & Co. KG, Wiesbaden, Germania)
- Vas de sticla pentru culturi celulare (Nunc GmbH & Co. KG, Wiesbaden, Germania)
- Eprubete etanse (Sarstedt AG & Co., Nimbrecht, Germania)



[Sigla ML]
Activitatea virucida (EN14476): Meliseptol rapid — MNV 25.06.2010, pagina 4/18
Raportul testului: B10ML1060-1M

5. Conditiile experimentale

Temperatura de testare 20°C+1,0°C

Concentratia produsului testat solutii nediluate (80,0 %) si 10,0 % (interval inactiv)
Timpii de contact 30, 60, 120 si 300 de secunde

Substantele de interferenta conditii de curatenie: 0,3 g/l BSA

Diluantul apa cu duritate standardizata (solutie 10,0 %)
Procedura de oprire a actiunii dezinfectantului Dilutie imediata

Virusul testat norovirus murin (Berlin 06/06/DE Isolat S99)
Perioada analizei 04.05.2010-25.06.2010

Finalul testarii 25.06.2010

6. Metodele

6.1 Pregatirea suspensiei pentru virusul testat

Pentru a pregati suspensia virusului testat, celulele RAW 264.7 care au fost cultivate Tn mediul Eagle's
modificat de Dulbecco cu 4,5 g/l glucoza si 10 % ser bovin fetal cu endotoxine scazute au fost inoculate
cu MNV (solutie de virus initial) intr-un vas de cultura celulara de 175 cm?. Dupa ce a fost indus un efect
citopatic (aprox. 1-3 zile), inghetarea si dezghetarea au avut loc de doua ori. Resturile celulare au fost
eliminate prin centrifugare la 770 x g si 4 °C timp de zece minute si supernatantul a fost recuperate ca
suspensie virala de testat, alicotat si conservat la -80 °C.

6.2 Dezinfectantul

Produsul testat a fost evaluat nediluat. Ca urmare a adaugarii suspensiei virusului testat si a substantei
de interferenta, a rezultat o solutie de 80,0 %. Produsul a fost testat si ca solutie de 10,0 %.

Solutia de 10,0 % a fost pregatitd cu apa cu duritate standardizata imediat Thaintea testelor de inactivare.
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6.3 Evaluarea infectivitatii

Infectivitatea a fost stabilitd conform EN 6.5.1 prin metoda dilutiei ,endpoint’folosind procesul de
microtitrare. Pentru aceasta, 100 pl alicote de mostre care au fost diluate in serie cu DMEM rece ca
gheata au fost transferate in opt godeuri ale unei placi de microtitrare cu 96 de godeuri. Aceasta a fost
urmata de adaugarea a 100 pl alicote de celule RAW 264.7 (aprox. 1-1,5 x 10* celule) pregatite de putin
timp prin razuire. Incubatia a avut loc la 37 °C intr-un incubator C02 (continut 5 % de CO0) timp de cinci
zile. In final, au fost observate efectele citopatice din culturi cu un microscop inversat si doza infectiva
TCIDso/ml a fost calculata prin metoda Spearman (2) si Kérber (3) cu urmatoarea formula:

- log10TCIDso = Xo + 0,5 - Z r/n
unde

Xo = log1o al celei mai reduse dilutii cu reactie pozitiva de 100 %

r = numarul de masuratori pozitive cu pasul cel mai redus al dilutiei 100 % pozitive si toti pasii cu dilutiile
pozitive superioare

n = numarul de determinari pentru fiecare pas al dilutiei.

6.4 Calcularea si verificarea activitatii virucide
Activitatea virucida a dezinfectantului testat a fost evaluata prin calcularea scaderii titrului in comparatie
cu titrul de control fara dezinfectant. Diferenta este exprimata ca factor de reducere (RF).

In conformitate cu EN 14476:2007-02, un dezinfectant sau o solutie de dezinfectant cu o anumit
concentratie este eficace in inactivarea virusului daca, Tn perioada de expunere recomandata, titrul este
redus cu cel putin patru niveluri logo-.

6.5 Evaluarea inactivarii

Investigatiile de stabilire a activitatii virucide au respectat EN 6.6. Produsul testat, Meliseptol rapid a fost
examinat nediluat (80,0 %) si ca solutie de 10,0 % la 20 °C. Timpii de contact au fost de 30, 60, 120 si
300 de secunde.

Pentru o manevrare mai facila, volumele acestei evaluari au fost de 0,1 ml suspensie de virus testat, 0,1
ml substanta de interferenta si 0,8 ml produs testat. Imediat dupa expirarea timpului de contact ales,
actiunea dezinfectantului a fost oprita prin folosirea dilutiei seriale.
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Titrarea controlului virusului a avut loc la timpi de contact de 0 min si 60 min (EN 6.6.8).
in plus, a fost inclus un control celular (orice addugare de mediu).

Testele de inactivare au fost realizate in eprubete etanse intr-o baie de apa la 20 °C + 1,0 °C. Alicotele au
fost retinute dupa tipii de expunere adecvatj, iar infectivitatea reziduala a fost stabilita.

6.6 Determinarea citotoxicitatii

Stabilirea citotoxicitatii a fost realizata in conformitate cu EN 6.6.4.1 cu 200 pl de apa cu duritate
standardizata si 800 ul de produs testat.

Valorile sunt indicate ca log10CDso/ml (in analogie cu log1oTCIDso/ml).

6.7 Sensibilitatea celulara la virus

Pentru controlul sensibilitatii celulare, un volum din dilutia aparent cel mai scézut necitotoxicd a
produsului testat sau PBS drept control a fost amestecat cu un volum de suspensie celulara dublu
concentrata. Dupa 1 h la 37 °C, celulele au fost centrifugate si resuspendate Tn mediul culturii celulare
(EN 6.6.4.2b).

In final, o titrare comparativd a suspensiei virusului testat a fost efectuatd pe celule pretratate
(dezinfectant) si ne-pretratate (PBS), asa cum a fost descris mai sus.

6.8 Controlul eficacitatii activitatii de dezinfectant a suspensiei
In conformitate cu EN 6.6.6, a fost inclus un control al eficientei activitatii de dezinfectant a suspensiei.

6.9 Testarea inactivarii virusului de referinta

O solutie de 0,7 % (masa/volum) de formaldehida a fost inclusa ca referintd pentru validarea testului in
conformitate cu EN 6.6.7.1. Timpii de contact au fost 5, 15, 30 si 60 minute. In plus, citotoxicitatea solutiei
testate de formaldehida a fost stabilitda conform EN 6.6.7.2 cu dilutii de pana la 10-5.
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7. Verificarea metodologiei

Au fost indeplinite urméatoarele criterii mentionate in EN 8.3:

a) Titrul suspensiei virusului testat a permit stabilirea unei reduceri de 4 log1o.

b) Produsul testat a fost citotoxic in dilutii 1:100 (80,0 %) permitand demonstrarea unei reduceri de
4 log1o.

c) Titrari comparative pe celulele RAW 264.7 pretratate (dezinfectant in dilutia cel mai scazut

aparent necitotoxica) si pretratata (PBS) a indicat o diferenta de < 1 log+o a titrarii virusului: 8,13 (PBS)
fata de 7,75 (dezinfectant) log1o TCIDso/ml.

d) Controlul eficacitatii suspensiei in ceea ce priveste activitatea de dezinfectare nu a demonstrat
nicio reducere a infectivitatii virale dupa 30 de minute de expunere.

Deoarece toate criteriile EN 8.3 au fost respectate, examinarile cu MNV conform EN 14476:2007-02 au
fost valide.

8. Rezultatele

Rezultatele examinarii sunt prezentate in tabelele 1-7. Tabelele 1-6 demonstreaza datele brute, in timp
ce tabelul 7 ofera un rezumat al rezultatelor.

Produsul testat nediluat (80,0 %) a putut sa inactiveze MNV dupa un minut in acest test al suspensiei
cantitative. Factorii de reducere au fost 2 4,75 si 2 4.25 (medie = 4,50). Aceasta corespunde unei
inactivari = 99,99 %.

Solutia de 10,0 % nu a putut sa inactiveze MNV cu 4 log1o dupa cinci minute de expunere.
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9. Rezumatul

Dezinfectantul pentru suprafete Meliseptol rapid a demonstrat eficacitate in raport cu MNV nediluat (80,0
%) dupa un timp de contact de un minut. Din cauza lipsei orientarilor virologice pentru simularea
conditiilor practice in Europa (teste de faza 2, pasul 2), datele din acest test al suspensiei cantitative au
dus la recomandarea de a folosi dezinfectantul pentru suprafete Meliseptol rapid pentru inactivarea MNV
(surogat pentru norovirusul uman) dupa cum urmeaza:

nediluat un minut

Bremen, 25.06.2010 [Semnatura indescifrabila]
- Dr. J. Steinmann -
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10. Controlul calitatii

Asigurarea calitatii rezultatelor a fost mentinuta prin determinarea proprietatilor de inactivare a virusului in
conformitate cu reglementarile referitoare la bunele practici de laborator:

1) Legea substantelor chimice din Germania, Anexa 1, din data de 01.08.1994 (BGBI. I, 1994,
pagina 1703). Anexa revizuita la 14.05.1997 (BGBI. I, 1997, pagina 1060).

2) Principiile OECD privind buna practica de laborator (revizuite in 1997); publicatile OCDE privind
sanatatea si siguranta mediului; seria de principii privind buna practicd de laborator si monitorizarea
conformitatii - numarul 1. Directia mediu, Organizatia pentru Cooperare si Dezvoltare Economica, Paris
1998.

Plauzibilitatea rezultatelor a fost confirmata in plus prin controalele incluse in testele de inactivare.

1. Evidentele ce trebuie sa fie mentinute

Toate datele, procesele verbale de testare, modificarile protocoalelor, raportul final de testare si
corespondenta dintre MikroLab GmbH si sponsor vor fi mentinute in arhivele MikroLab GmbH.

Utilizarea denumirii MikroLab GmbH, a siglei sau a oricarei alte reprezentari a MikroLab GmbH diferita de
distribuirea acestui raport in integralitatea sa, far& aprobarea scrisa din partea MikroLab, este interzisa. In
plus, MikroLab GmbH nu poate sa fie mentionat sub nicio forma in materialele promotionale,
comunicatele de presa, reclamele sau alte materiale similar (tiparite, difuzate, comunicate prin mijloace
electronice) fara permisiunea expresa a MikroLab GmbH. Rezultatele testelor din acest raport al testelor
au legatura numai cu articolele testate.
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Anexa:

Tabelul 1: Date brute pentru Meliseptol rapid (80,0 %) testat pentru MNV in conditii de curatenie
(prima evaluare)

Tabelul 2: Date brute pentru Meliseptol rapid (80,0 %) testat pentru MNV in conditii de curatenie (a
doua evaluare)

Tabelul 3: Datele brute pentru Meliseptol rapid in conditii de curatenie (10,0 %) testat pentru MNV

Tabelul 4: Datele brute pentru solutie de formaldehida (0,7 %) testata pentru MNV

Tabelul 5: Controlul eficacitatii activitatii de dezinfectant a suspensiei (80,0 %)

Tabelul 6: Datele brute (MNV) pentru sensibilitatea celulara (80,0 %)

Tabelul 7: Sumarul rezultatelor cu Meliseptol rapid si MNV



[Sigla ML]
Activitatea virucida (EN14476): Meliseptol rapid — MNV 25.06.2010, pagina 12/18
Raportul testului: B10ML1060-1M

Tabelul 1 (prima evaluare): datele brute pentru Meliseptol rapid (80,0 %) testat pentru MNV (testare cantitativa; 8 godeuri) (2270)

05 tttt tttt 4444 0040 0000 0000 0000 0000 nd
) tttt tttt 4444 0300 0000 0000 0000 0000 o
1 tttt tttt 0000 0000 0000 0000 0000 0000 nd
Produsul 80.0% conditii de tttt tttt 0000 0000 0000 0000 0000 0000 o
testat e curatenie 5 tttt tttt 0000 0000 0000 0000 0000 0000 nd
tttt tttt 0000 0000 0000 0000 0000 0000 o
5 tttt tttt 0000 0000 0000 0000 0000 0000 nd
tttt tttt 0000 0000 0000 0000 0000 0000 o
Citotoxicitatea - tttt tttt 0000 0000 0000
produsului 80.0% conditii de n.a n.d n.d n.d n.d
) curatenie e tttt tttt 0000 0000 0000 o o o o
testat ’
5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
0.7% 15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Formaldehida ( reut /\jol ) PBS
greut./vol. 30 nd. nd. nd. nd. nd. nd. n.d. nd. nd.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitatea 0.7%
formaldehidei (greut.vol.) PBS n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Controlul . conditii de 0 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
virusului e curatenie 60 4444 4444 4444 4444 4444 4433 4004 3300 0000
4444 4444 4444 4444 4444 4444 4400 0000 0000
n.a. = nu se aplica 0 = niciun virus prezent; t = citotoxicitate

n.d. = neefectuat 1 - 4 = virus prezent (gradul de CPE in 8 unitati de cultura celulara) (godeuri ale placilor de microtitrare)
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Tabelul 2 (a doua evaluare): datele brute pentru Meliseptol rapid (80,0 %) testat pentru MNV (testare cantitativa; 8 godeuri) (2286)

05 tttt tttt 0400 0000 0000 0000 0000 0000 nd
) tttt tttt 0000 0040 0000 0000 0000 0000 o
1 tttt tttt 0000 0000 0000 0000 0000 0000 nd
o conditii de tttt tttt 0000 0000 0000 0000 0000 0000 o
Produsul testat 80.0% curatenie ) ittt tt | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 |
tttt tttt 0000 0000 0000 0000 0000 0000 o
5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitatea s tttt tttt 0000 0000 0000
produsului 80.0% conditii (.je n.a n.d n.d n.d n.d
testat ' curatenie e tttt tttt 0000 0000 0000 - - - -
5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
0.7% 15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Formaldehida ( reut /\(;ol ) PBS
greut./vol. 30 nd. nd. nd. nd. nd. nd. nd. nd. nd.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
- — 5
C'tOtOX'C'te.‘te? 0.7% PBS n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
formaldehidei (greut./vol.)
0 4444 4444 4444 4444 4444 4443 0000 0000 0000
Controlul na conditii de 4444 4444 4444 4444 4444 4444 4004 0000 0000
virusului e curatenie 60 4444 4444 4444 4444 4444 4444 4040 0000 0000
4444 4444 4444 4444 4444 4444 0000 0000 0000
n.a. = nu se aplica 0 = niciun virus prezent; t = citotoxicitate

n.d. = neefectuat 1 - 4 = virus prezent (gradul de CPE in 8 unitati de cultura celulara) (godeuri ale placilor de microtitrare)
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Tabelul 3: datele brute pentru Meliseptol rapid (10,0 %) testat pentru MNV (testare cantitativa; 8 godeuri) (2286)

05 tttt 4444 4444 4444 4344 4330 0040 0000 nd
) tttt 4444 4444 4444 4434 0433 0000 0000 o
1 tttt 4444 4444 4444 4443 3034 0000 0000 nd
o conditii de tttt 4444 4444 4444 4434 0030 0000 0000 o
Produsul testat 10.0% curatenie ) tt | 4444 | 4444 | 4444 | 4444 | 0000 | 0000 | 0000 |
tttt 4444 4444 4444 0044 0000 0400 0000 o
5 tttt 4444 4444 4444 0400 0000 0000 0000 nd
tttt 4444 4444 4434 0000 0000 0000 0000 o
Citotoxicitatea - tttt 0000 0000 0000 0000
produsului 10.0% conditii de n.a n.d n.d n.d n.d
testat ' curatenie h tttt 0000 0000 0000 0000 h h h h
5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
0.7% 15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Formaldehida (greut /\(;ol ) PBS
greut.vol 30 n.d. nd. | nd. | nd | nd | nd | nd | nd | nd.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
" — 5
C'tOtOX'C'te.‘te? 0.7% PBS n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
formaldehidei (greut./vol.)
0 4444 4444 4444 4444 4444 4443 0000 0000 0000
Controlul na conditii de 4444 4444 4444 4444 4444 4444 0404 0000 0000
virusului e curatenie 60 4444 4444 4444 4444 4444 4444 4040 3300 0000
4444 4444 4444 4444 4444 4444 0000 0000 0000
n.a. = nu se aplica 0 = niciun virus prezent; t = citotoxicitate

n.d. = neefectuat 1 - 4 = virus prezent (gradul de CPE in 8 unitati de cultura celulara) (godeuri ale placilor de microtitrare)
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Tabelul 4: datele brute pentru solutia de formaldehida (0,7 %) testata pentru MNV (testare cantitativa; 8 godeuri) (2286)

0.5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
nditii d 1 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Produsul testat 80.0% Z?Jréténis
; 2 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitatea conditii de
produsului 80.0% o n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
testat curatenie
5 tttt tttt tttt 4444 4444 3444 0000 0000 0000
tttt tttt tttt 4444 4444 3430 0000 0000 0000
15 tttt tttt tttt 4444 4444 4443 0000 0000 0000
Formaldehids 0.7% PBS tttt tttt tttt 4444 4444 4340 0000 0000 0000
(greut./vol.) 30 tttt tttt tttt 4444 4344 0003 0000 0000 0000
tttt tttt tttt 4444 4344 4034 0000 0000 0000
60 tttt tttt tttt 4343 3000 0000 0000 0000 0000
tttt tttt tttt 4444 4444 0000 0000 0000 0000
Citotoxicitatea 0.7% tttt tttt tttt 0000 0000
formaldehidei | (greut./vol.) PBS n.a. ttt ttt wt | oooo | oooo | ™4 | nd- | nd | nd
Controlul . condiii de 0 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
virusului h curatenie 60 4444 4444 4444 4444 4444 4444 0003 0000 0000
4444 4444 4444 4444 4444 4444 0000 0000 0000
n.a. = nu se aplica 0 = niciun virus prezent; t = citotoxicitate

n.d. = neefectuat 1 - 4 = virus prezent (gradul de CPE in 8 unitati de cultura celulara) (godeuri ale placilor de microtitrare)
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Tabelul 5: controlul eficacitatii activitatii de dezinfectant a suspensiei (80,0 %) (2286)

Produsul testat PBS n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

Produsul testat conditii de 4444 4444 4444 4444 4444 4344 0030 0000 nd
curatenie 4444 4444 4444 4444 4444 4344 3330 0000 o
conditii de

Produsul testat murdarie n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

n.a. = nu se aplica 0 = niciun virus prezent; t = citotoxicitate

n.d. = neefectuat 1 - 4 = virus prezent (gradul de CPE in 8 unitati de cultura celulara) (godeuri ale placilor de microtitrare)
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Tabelul 6: datele brute (MNV) pentru sensibilitatea celulara (80,0 %) (2286)

PBS conditii de f5r5 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 3004 | 0000 | 0000

curatenie 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4044 | 0000 | 0000

Produsul | conditii de 110 | nd. | nd. | nd | nd | nd. | nd | nd | nd | nd.
testat curatenie

Produsul | conditii de 1100 | nd. | nd | nd | nd | nd. | nd | nd | nd. | nd.
testat curatenie

Produsul conditii de 1-1.000 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0003 | 0000 | 0000

testat curatenie o 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0040 | 0000 | 0000

n.a. = nu se aplica 0 = niciun virus prezent; t = citotoxicitate

n.d. = neefectuat 1 - 4 = virus prezent (gradul de CPE in 8 unitati de cultura celulara) (godeuri ale placilor de microtitrare)



[Sigla ML]
Activitatea virucida (EN14476): Meliseptol rapid — MNV 25.06.2010, pagina 18/18
Raportul testului: B10ML1060-1M

Tabelul 7: Sumarul rezultatelor cu Meliseptol rapid si MNV

o
Produsul 60.0% condifii de 3.50 nd. | 475 | <350 | <350 | nd. | <350 | nd. | nd. | nd. 1
curatenie
S
Produsul 60.0% conditii de 3.50 nd. | <3.75| <350 | <350 | nd. | nd. | nd. | nd. | nd. 0.5
curatenie
S
Produsul 10.0% condifii de 250 nd. | 750 | 700 | 638 | nd. | 563 | nd. | nd. | nd. >5
curatenie
Formaldehi 0,7 %
da (greut./vol.) PBS 4.50 n.d. n.d. n.d. n.d. n.d. 7.38 | 7.38 | 7.00 | 6.13 > 60
C.ontrolu_l n.a. congltlu_je n.a. 7.75 n.d. n.d. n.d. n.d. n.d. n.d. n.d. 8.25 n.a.
virusului curatenie 7.75
Controlul n.a. PBS n.a. nd. | nd. | nd. | nd. | nd | nd | nd | nd. | 763 na.
virusului
Sens. cel. n.a. conshguc_je n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. nd. | 8.13 n.a.
PBS curatenie
Sens. cel. n.a. condiiii de n.a. nd. | nd. | nd | nd | nd | nd | nd | nd |775 n.a.
dezinfectant curatenie

n.a. = nu se aplica n.d. = neefectuat
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Wirksamkeit von Meliseptol rapid gegeniiber dem MNV im quantitativen Suspensions-
versuch in Aniehnung an die EN 14476:2007-02 unter geringer Belastung

GUTACHTEN

Diese Gutachten basiert auf dem Prifbericht B1OML1060-1M vom 25.06.2010.

Das Flachendesinfektionsmittel Meliseptol rapid der B. Braun Medical AG wurde geman
Auftrag auf seine virusinaktivierenden Eigenschaften gegeniiber dem murinen Norovirus
(MNV) in Anlehnung an die EN 14476:2007-02 unter geringer Belastung untersucht.

Das MNV diente dabei als Surrogatvirus fur die Noroviren des Menschen, fir die keine
geeigneten Replikationssysteme vorhanden sind. Durch die Testung dieses Surrogatvirus
wird die Moglichkeit geschaffen, Aussagen zu Anwendungsempfehlungen fur das zu
prafende Préparat hinsichtlich der Wirksamkeit gegentiber humanen Noroviren zu machen.

In der EN 14476:2007-02 wird dann von einer Virus-Wirksamkeit eines Desinfektionsmittels
ausgegangen, wenn nach einer bestimmten Einwirkzeit eine Reduktion des initialen
Virustiters um = 4 logqo-Stufen {Inaktivierung = 99,99 %) erfolgt ist.

Das Flachendesinfektionsmittel Meliseptol rapid wurde unverdinnt bei 20°C untersucht. Die
Einwirkzeiten betrugen 30, 60, 120 und 300 Sekunden. Nach 60 Sekunden war eine
Reduktion des Virustiters um 2 4 logqo-Stufen nachweisbar. Somit ergibt sich eine MNV-
Wirksamkeit wie folgt: |

unverdiinnt  eine Minute

D

Dr.J teinmann\
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Efficacy of Meliseptol rapid against MNV in a quantitative suspension test at 20°C
following EN 14476:2007-02 under clean conditions

EXPERT OPINION

This expert opinion is based on the test report B10OML1060-1M dated 25.06.2010.

The virus-inactivating properties of the surface disinfectant Meliseptol rapid of B. Braun
Medicai AG against murine norovirus (MNV) were investigated by a quantitative suspension
test following EN 14476:2007-02 under clean conditions.

MNV was chosen as a surrogate for human noroviruses since there is no system for virus
replication available. Testing this surrogate virus the possibility is created to give
recommendations for inactivation of human noroviruses by the disinfectant.

According to this suspension test, a disinfectant or a disinfectant solution at a particular
concentration is considered as having virus-inactivating properties if within the recommended
exposure period the titre is reduced by = 4 logyg (inactivation = 99.99 %).

Meliseptol rapid was examined undiluted at 20°C. The exposure times were 30, 60, 120 and
300 seconds. After an exposure time 60 seconds virus reduction exceeded 4 logqs-steps.
Therefore, a virucidat activity against MNV was measured as follows:

undiluted 60 s

Dr. J. inmann
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1. Introduction

The objective of this study was to evaluate the virus-inactivating properties of the surface
disinfectant Meliseptol rapid against murine norovirus (MNV) as surrogate for human
norovirus using a quantitative suspension assay following EN 14476:2007-02 (1) under clean

conditions.

2. Test laboratory

MikroLab GmbH, Norderoog 2, D-28259 Bremen

3. ldentification of the sample

Manufacturer B. Braun Medical AG
Name of product Meliseptol rapid
Application surface disinfection
Lot number 0172M03

Expiry date 03.2013

Active substance(s} and
concentration(s) in 100 g

50 % 1-propanol
0.075 % DDAC

Appearance and
odour

clear, colourtess liquid;
product specific

pH-value (s) in SHW

undiluted: 6.44 (20°C)

Storage conditions

room temperature in the dark (area with limited
access)

Date of receipt at laboratory

04.05.2010

4. Materials

4.1 Culture medium and reagents
- Dulbecco’s Modified Eagle’s Medium (DMEM, Lonza Group Lid., catalogue no. BE12-

614F)

- Fetal calf serum (Thermo Fisher, article no. CH30160.02)

- 1.4 % Formaldehyde solution (Chemisch-technologisches Laboratorium Dr. Melzer, D-

28199 Bremen)

- Aqua bidest. (Fresenius Kabi Deutschiand, article no. P2N 1636071)
- PBS (Invitrogen, article no. 18912-014)
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- BSA (Sigma-Aldrich-Chemie GmbH, article no. CA-2153)

4.2 Virus and cells

MNV was obfained from PD. Dr. E. Schreier, Head of FG15 Molecular Epidemiology of Viral
Pathogens at the Robert Koch-Institute (RKI) in Berlin. Prior to inactivation, MNV was
passaged three times in RAW 264.7 cells (a macrophage-like, Abeison leukemia virus
transformed cell line derived from BALB/c mice, ATCC TIB-71).

The cells were inspected regularly for morphological alterations and for contamination by
mycoplasmas. No morphological aiterations of cells and no contamination by mycoplasmas
could be detected.

4.3 Apparatus, glassware and small items of equipment
-  COyincubator, Nunc GmbH & Co. KG, model QWJ 350
- Agitator (Vortex Genie Mixer, type G 560E)
- pH measurement 315i (WTW, article no. 2A10-100)
- Centrifuge (Sigma-Aldrich-Chemie GmbH, type 113)
- Microscope (Olympus, type CK 30)
- Water bath (JULABO, Julabo U 3)
- Adjustable volume automatic pipettes (Eppendorf AG)
- Polysterol 96-well microtiter plate (Nunc GmbH & Co. KG, Wiesbaden, Germany)
- Cell culture flask (Nunc GmbH & Co. KG, Wiesbaden, Germany)
- Sealed test tubes (Sarstedt AG & Co., NUmbrecht, Germany)
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5. Experimental conditions

Test temperature 20°C £1.0°C

undiluted (80.0 %) and 10.0 % solutions (non-
active range})

Concentration of test product

Contact times 30, 60, 120 and 300 seconds
Interfering substance (s) clean conditions: 0.3 g/l BSA
Dituent water of standardised hardness (10.0 % solution)

Procedure to stop action of

disinfectant Immediate dilution

Test virus murine norovirus {Berlin 06 / 06 / DE isolat S99)
Period of analysis 04.05.2010 - 25.06.2010
End of testing 25.06.2010

6. Methods

6.1 Preparation of test virus suspension

To prepare the test virus suspension, RAW 264.7 cells that had been cultured with
Dulbecco's Modified Eagle’s Medium with 4.5 g/l glucose and 10 % fetal calf serum with low
endotoxin were inoculated with MNV (stock virus solution) in @ 175 cm? cell culture flask.
Once a cytopathic effect had been induced (approx. 1-3 days), freezing and thawing was
carried out two times. The cell debris was removed by centrifugation at 770 x g and 4°C for
ten minutes and the supernatant was recovered as test viral suspension, aliquoted and
stored at -80°C.

6.2 Disinfectant

The test product was evaluated undiluted. Due to the addition of test virus suspension and
interfering substance an 80.0 % solution resulted. The product was also tested as 10.0 %
solution.

The 10.0 % solution was prepared with water of standardised hardness immediately before
the inactivation tests.
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6.3 Infectivity assay

Infectivity was determined according to EN 6.5.1 by means of end point dilution method
using the microtitre process. For this, 100 I aliquots of the sampies, which had been serially
diluted with ice-cold DMEM, were transferred to eight wells of a 96-well microtitre plate. This
was followed by the addition of 100 ! aliquots of RAW 264.7 cells (approx. 1-1.5 x 10* cells)
freshly prepared by scraping. Incubation took place at 37°C in a CO, incubator (5 % CO,
content) for five days. Finally, cultures were observed for cytopathic effects with a reversed
microscope and the infective dose TCIDsy/ml was calculated with the method of Spearman
(2) and Karber (3) with the following formula:

- IngTCIDsn = Xg+05-Zrn

meaning

Xo = logqo of the lowest dilution with 100 % positive reaction

r = number of positive determinations of lowest dilution step with 100 % positive and all
higher positive dilution steps

n = number of determinations for each dilution step.

6.4 Calculation and verification of virucidal activity

The virucidal activity of the test disinfectant was evaluated by calculating the decrease in titre
in comparison with the control fitration without disinfectant. The difference is given as
reduction factor (RF).

According to EN 14476:2007-02, a disinfectant or a disinfectant solution at a particular
concentration is having virus-inactivating efficacy if the titre is reduced at least by four logye-
steps within the recommended exposure period.

6.5 Inactivation assay

Investigations for determination of virucidal activity followed EN 6.6. The test product
Meliseptol rapid was examined undiluted (80.0 %) and as 10.0 % solution at 20°C. Contact
times were 30, 60, 120 and 300 seconds.

Pue to a more convenient handiing, the volumes in this assay were 0.1 ml test virus
suspension, 0.1 mi interfering substance and 0.8 ml test product. immediately at the end of a
chosen contact time, activity of the disinfectant was stopped by serial dilution.
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Titration of the virus control was performed at contact times 0 min and 60 min (EN 6.6.8).
Furthermore, a cell control (only addition of medium) was incorporated.

Inactivation tests were carried out in sealed test tubes in a water bath at 20°C + 1.0°C.
Aliquots were retained after appropriate exposure times, and residual infectivity was
determined.

6.6 Determination of cytotoxicity

Determination of cytotoxicity was determined according to EN 8.6.4.1 with 200 ui standard
hard water and 800 ul test product.
Values are given as logCDsg/ml (in analogy to 1ogoTCIDsy/ml).

6.7 Cell sensitivity to virus

For the control of cell sensitivity one volume of the lowest apparently non-cytotoxic dilution of
the test product or PBS as control were mixed with a volume of double concentrated cell
suspension. After 1 h at 37°C the cells were centrifuged and resuspended in celi culture
medium (EN 6.6.4.2h). _

Finally, a comparative titration of the test virus suspension was performed on the pretreated
{(disinfectant) and non pretreated (PBS) cells as described above.

6.8 Control of efficacy for suppression of disinfectant activity

in accordance with EN 6.6.6, a control of efficiency for suppression of disinfectant activity

was included.

6.9 Reference virus inactivation test

A 0.7 (wlv) % formaldehyde solution was included as reference for test validation according
to EN 6.6.7.1. Contact times were 5, 15, 30 and 60 minutes. In addition, cytotoxicity of
formaldehyde test solution was determined following EN 6.6.7.2 with dilutions up to 10°.
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7. \Verification of the methodology
The following criteria as mentioned in EN 8.3 were fulfilled:

a) The titre of the test virus suspension allowed the determination of a 4 logq, reduction.

b) The test product was cytotoxic in the 1:100 dilutions (80.0 %) allowing the demonstration
of a 4 logqe reduction.

c) The comparative titration on pretreated (disinfectant in the lowest apparently non-
cytotoxic dilution) and non pretreated (PBS) RAW 264.7 cells showed a difference < 1
loge of virus titre: 8.13 (PBS) versus 7.75 (disinfectant) logqg TCIDsp/ml.

d) The control of efficacy for suppression of disinfectant activity demonstrated no reduction
of viral infectivity after 30 minutes of exposure time.

Since all criteria following EN 8.3 were fulfilled, examinations with MNV following EN
14476:2007-02 were valid.

8. Results

Results of examination are shown in tables 1 to 7. Tables 1 to 6 demonstrate the raw data,
whereas table 7 gives a summary of resulis,

The undiluted test product (80.0 %) was able to inactivate MNV after one minute in this
quantitative suspension test. The reduction factors were = 4.75 and =z 4.25 (mean z 4.50).
This corresponded to an inactivation of = 99.99 %.

The 10.0 % solution was not able to inactivate MNV by 4 log,, steps after five minutes of
exposure time. '
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9. Summary

The surface disinfectant Meliseptol rapid demonstrated effectiveness against MNV undiluted
(80.0%) after a contact time of one minute. Due to the lack of virological guidelines
simulating practical conditions in Europe (phase 2, step 2 tests) the data of this guantitative
suspension test lead to the recommendation to use the surface disinfectant Meliseptol rapid
for inactivation of MNV (surrogate for human norovirus) as follows:

undiluted one minute

Bremen, 25.06.2010 A / 7

- Dr. J. Steinmann -
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10. Quality control

The Quality Assurance of the results was maintained by performing the determination of the
virus-inactivating properties of the disinfectant in accordance with Good Laboratory Practice
regulations;

1} Chemicals Act of Germany, Appendix 1, dating of 01.08 1994 (BGBI. |, 1994, page
1703). Appendix revised at 14. 05. 1997 (BGBI. I, 1997, page 1060).

2) OECD Principles of Good Laboratory Practice (revised 19397); OECD Environmental

Heaith and Safety Publications; Series on Principles of Good Laboratory Practice and
Compliance Monitoring — Number 1. Environment Directorate, Organization for
Economic Co-operation and Development, Paris 1998.

The plausibility of the results was additionally confirmed by controls incorporated in the
inactivation assay.

11. Recorders to be maintained
All testing data, protocol, protocol modifications, the final report, and correspondence
between MikroLab GmbH and the sponsor will be stored in the archives at Mikrol.ab GmbH.

The use of the MikroLab GmbH name, logo or any other representation of MikroLab GmbH,

~other than distribution of this report in it's entirely, without the written approval of MikroLab is
prohibited. In addition, MikroLab GmbH may not be referred to in any form of promotional
materials, press releases, advertising or similar materials (whether by print, broadcast,
communication or electronic means) without the express permission of Mikrol.ab GmbH. The
test report results in this test report relate only to the items examined.
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Appendix:

Table 1: Raw data for Meliseptol rapid (80.0 %) tested against MNV under clean
conditions (1% assay)

Table 2: Raw data for Meliseptol rapid (80.0 %) tested against MNV under clean
conditions (2" assay)

Table 3: Raw data for'MeIiseptoI rapid under clean conditions (10.0 %) tested
against MNV

Table 4: Raw data for formaldehyde solution (0.7 %) tested against MNV

Table 5: Control of efficacy for suppression of disinfectant activity (80.0 %)

Table 6: Raw data (MNV) for cell sensitivity (80.0 %)

Table 7: Summary of results with Meliseptol rapid and MNV



(sole|d anioLoIW JO SHIem) (SHIUN 8INYND |19 g Ul 34D Jo aaiBap) esaid SNIA =0} |
2IX010MAD =13 Juesald sniA ou =

aUoP JoU = 'p'u

a|qedidde jou = B'U

0000 0000 | QOvy | v¥vy | ¥hb¥ | v¥by | vvbr | PREP yiry 09
0000 | 00EE | ¥OO¥ | €Ly | ¥obv | Vbbb | bvby | vovv Yy SUOHIPLIOD UESI U *Mﬁmu
pu pru ‘pu ‘pru pu ‘pu pu pu pru 0 )
oU ou DU . U U ol o - B g (/M) AJOIX0101A0
pu pu pu pu Py pu pu ‘pu Py 09
oU DU U U DU U ou - DU 08 -
Sad %20 epAyepleuLIo 4

pu pu pu pu pu pu pu pu pu Gl
Py pu pu ‘pru pu ‘pu ‘pu ‘pu pru S
. . o . 0000 0000 0000 n m . : ) AJI0IX0}0}AD
Pu e ru PY ) o000 | ocooo | cooo | um m Eu SUORIpUod Lesd %008 pnpoid j50 |
U 0000 | 0000 | QGO0 0000 0000 | 0000 m m G

0000 | 0000 0000 0000 | 0000 0000 m m
DU 0000 0000 0000 0000 | 0000 | 0000 m m =

0000 0000 | 0000 0000 | 0000 | 0000 e u SUORIPLOD UEB[ %008 Jonposd 156
DU 0000 | 0000 | 0000 0000 0000 | 0000 m nm ]

0000 | 0000 0000 | 0000 | 0000 0000 m m
‘U 0000 0000 0000 0000 | 00S0 | ¥y m m 0

gL/el 9bed ‘0L0Z'80'5T

WL-080LIN0LE Modeaisa
ANW — pides joydasiaiy (9/pFL NI) AANOE teploniA




{se1ejd 2,001 JO sj|em) (SHUN 3IN3ND (|82 | U 347D Jo saibap) Jussaid ShIA = 0} |
DIX0JOJAD =1 Juasald snIA QU = ()

auop Jou = p'u

a|gesdde jou = 2'U

0000 | 0000 | 0000 | vbbb | ¥¥by | b¥by | PhEY | vhEP | vhYb 09
0000 | 0000 | OOV | ¥iby | vvby | webe | vEby | vevy | veE SLUOIPUOD LS eu {oNU0D
0000 | 0000 | YOVO | Vbbb | bhvy | vebR | buby | vEvE | bR 0 SNIIA
0000 | 0000 | 0000 | Sbby | bbby | vovb | ¥vby | veve | b
N . . N N - . N N N (M) AJIDIX010JAD
p'u pu pu p'u p'u p'u p'u pu pu eru sdd %0 spAusp|ewio
pu pu pu pu pu pu ‘pu pu pu 09
pu pu ‘pu pu pu ‘pu pu pu ‘pu 0t (M)
S4d %0 apAyspleulo
‘pu pu pu pu pru Py P'u ‘p'u ‘p'u Sl
‘DU U ou U U U - ‘DU ‘U ¢
. N - . 0000 | 0000 | 0000 m m . . AJIOIXOJOIND
PELPT L P L P ] oooo | ooco | cooo | we | m U | SuompubotEeR | %008 Jonpoud 1531
ou - - U U - U U U o
U 0000 | 0000 | 0000 | 0OOO | 0000 | 0000 m m -
0000 | 0000 | 0000 | 0000 | 0000 | 0000 m m SUOIIPLOD UESP %008 S —
- 0000 | 0000 | 0000 | 0000 | 0OOO | 0000 m m .
0000 | 0000 | 0000 | 0000 | 0000 | 0OOO m m
U 0000 | oooo | oooo | ocooo | ovoo | 000D m m &0
0000 | 0000 | 0000 | 0000 | 0000 | 0O¥D m m

91/¢) ebed ‘0L.0Z'90'52

INL-0S0LTINOLE Wodal )5
AN — pides joidestiei {9/#FL NI) AHALOR 1BDIONIA




(sajed 811001 JO $(|8m) (SHUN aunyno |92 g Ul I3dD) 4O daibep) jussaid snia =y 0 | auop jou = p'u

0IX030JA0 =} Juasaud snilA ou = olgeslidde jou = U
0000 | 0000 | 0000 | ¥vvP | Peby | ¥bvy | vovy | bbb | bovp 09
0000 | 0000 | OFO¥ | #Pbv | vobb | ooy | voby | vvbv | vibb SUOIIPLOD LES)D ey |0QuU00
0000 | 0000 | ¥OVG | ¥¥v¥P | vbvb | ¥bPp | ¥0bv | ¥iby | brby 0 SNuIA
0000 | 0000 | 0000 | Shib | vhby | bbby | ¥obvy | vibb | Pivb
U pu | pu | pu | pu | ou | pu | ou U By ad (A/m) AIDIX0J01AD
p p p p p P P p P g %0 spAysplELLLIOS
pu ‘pu ‘pu ‘pu ‘P pu pu pu ‘pu 09
U U U U ‘DU DU U U U e
P ° (A p
Sdd %70 spAljepletuio
‘Pu ‘pu ‘Pu Pu U pu ‘pu p'u pu L °
DU -~ ™~ pu U U pu ol U G
" - - - 0000 | 0000 | 0000 | 0000 m . _ ) AJIDIX0J0JAD
]
P i i PY | oooo | o000 | oooo | oooo | mm ey SUORIpUOD Uesid %001 yonpoud 359
- 0000 | O0CO | 0000 | 0000 | vevP | +hPP | Povp ny G
0000 | 0000 | 0000 | OOVD | Ph¥b | vivb | obv wm
pu 0000 | Q0PO | 0000 | #YOO | ¥vbb | vhby | bhby m -
0000 | Q000 | 0000 | ¥vpv | vobb | bebb | whvp m SUORIPUOS UBSPD %00l Jonposd 158
o 0000 | 0000 | 0200 | vEvb | vbby | whov | Pivp u )
0000 | 0000 | VEOE | Shby | wvbb | bbb | boby m
- 0E00 | 0000 | €e¥0 | ¥Svv | vvbb | vhb¥ | Povb W 0

WL-090L NG LS Hodat 389
Bilb) o02d 010290 52 ANW — pidel joydesiiely {9¥1 L N3) Alaioe jepionaa




(se1e|d a0l JO S[jem) (SHUN 8InNJND ||85 § Ul 547 JO av.bap) uasald snua =4 01 | auop Jou = 'p'u

JIXCJ0JAD =) jJussald sniiA ou = s[geddde Jou = B'U
0000 | 0000 | 0000 | ¥w¥vy | ¥#bby | by | by | vobv | vhbv 09
0000 | 0000 | €000 | ¥y | ¥bby | by | obP | d¥bv | pobe o [shillezel
sad e ShJIA
‘pu 'y pu pu ‘pu ‘pu pu pu pu 0 :
N N e e 0000 | o000 w m m o - (M) AJIOIX010}A0
PO PU g PU P 000 | oooo | mm | m | mm ey Sdd %L 0 SpAyspewo,
000C | 0000 | 0000 | 0000 | ¥#¥Py | ¥ibb m B3 m 05
0000 | 0000 | OODO | 0000 | 000S | Svev wm m |
0000 | 0000 | 0000 | ¥SOV | PPEY | +yby m wm w 0c
0000 | 0000 | Q000 | €000 | ¥¥Ev | +hb¥ m | m A _
S8d M / .V epAysp|ewloy
0000 | 0000 | 0000 | OveEr | vh¥y | vive n m oW Gl %0
0000 | 0000 | 0000 | Svvy | ¥pby | b i} m i3]
0000 | 0000 | 0O0OQ | OS¥S | ¥¥b¥ | vibv HH m it g
0000 | 0000 | Q000 | ¥#¥¥S | v¥vk | vy m nm m
Pu U pu Pu U ‘P pu pru ‘Ppru ‘B SUOIIpUCa Ues[o 250 b_o_xowoutnu
p P P p p p p p p B'U nip I %008 Jonpoud 185
pu pu ‘pu ‘pu pu pu pu pu pu G
pu pu ‘pu ‘pu ‘pu ‘pu ‘pu pu pu 4
SUORIpUOD UB3[D %008 onpoud 1s8 ]
pu pu PU ‘pu pu ‘p'u p'u pu pu L
‘U . ‘U pu U U ou U U 0

W1-090LTWQLE ‘Hodelrjse i
8L/g| @bed 010z'90°'6Z AN — pdel joydesiieiy {941 N3) Aanoe [eplaruIA




(sejed anpoIoIL 4O s|lom) (SHUN ainyno (|99 g Ul 342 40 8a16ep) juasaid snua = ¢ 0} |
SIX0J0JAD =] Juasald snia oU =

8uop JouU = ‘p'uU
B|qeaidde Jou = 'e'U

pu PUu ‘pu 'pu ‘pu pu ‘pu ‘pu ‘PU | suompuod Alip | Jonpoldise)
o 0000 | 0SSE | ¥¥EF | vbvP | WbV | bvww | vevy | ppey | SUOWPUOD |

PU | o000 | osoo | wvew | wevr | wibb | wevv | vibb | veew ueefo pnpoidisa)
P | pu | pu | opu | opu | pu | opu | pu | pu sdd yonpoud 1)

8L/91 ebed ‘01L02'90°62

WL-090LTN0 1A Hodas jse L
ANW — pidei ojdesijapy (gibylL NI) AjAnoe epianiip




(sejeld auneLoIW JO S|iem) (SHUN INYND (|99 g Ui 340 JO aa4Bep) Jsseid snia =y 0} | auop 10U = p'u

JIXOI0JAD =} '9|(RJOS}ep SNIIA OU = () s[ges)dde jou = ‘B'U
0000 | 0000 | OVO0 | Whby | vob¥ | YhVP | vEVP | YERY | bbE o - suoypuod onpoud 158
0000 0000 €000 14444 L4444 b4 d4 vty iy 14444 000 }-4 uesfo Pnp 181
sUoRIPUOD
pru pu pu pu U Py pu Py Pu 00L-L cw% onpoid jsa|
o)

pu pu pu ‘pu pUu ‘pru pu pu ‘pu oL:L stollpuod Jonpoudise|

ueso
0000 0c00 ¥¥O¥ 4444 (4444 vy L4444 (4447 1444 noyum suonpuoo sgd
0000 0000 ¥00¢E L4447 4444 L4444 L4447 L4447 L4447 : yes(D

(9822) (% 0°08) Ayanisuas j199 10y (ANI) e3ep mey :9 o|qe]

WL-090LTNQLE Model 158
81/l sbed 010z'90's ANW ~ pide] joydesiipiy (9/+F1L NI) Alagoe [epionaip




suop jou = p'u 3dgeddde jou = 'BU

- T o0l ool ool oul ool oul e T o - SUGHIPUGS | oo | UEWeISID
By
S| pPuU | PU | PU | PU | PU | Pu | PU | PU ey ues|o g 'SUSS 190
- ol ou !l oul o0l oul ou ! sa o0 [ - SUORpUoS | Sad
E'U u
eig | PU | PU | pu | pu | pu | pu | pu | pu e i T -
'U €0, | PU | PuU | Ppu | pufpu | pul pu | pu | U sad LU e
. el | A - - - . - . . - SUO[HPLOD . _ob:.oo
B'U u u u
ze | PU L PU| U pu | pu | pu | pu | sz | e oo eu arin
. . . Sl weout oul oul ou | o . (A/m) apAyspie
09 < €L'9 u u u u u
00z | 882 | 8L | PU | PU | PU | Pu | P 05F sad o | won
g < Pu | Pu | PU | o | PU | 889 | 00 | 05L | Pu | 05z | Soanc® | wooL | wonpoid
50 PU | PU | PU | PU | PU |0GES | 05€S | S28S| PU | 0s'e | CoanoC | %008 | jonpoid
] PU | PU | PU 05ES| PU | 0565 | 05ES | SLY | PU | 06E | umeo | %008 | wnpoid

W1L-090L N0 LS ‘}odel 1591
gl/gL ebed ‘0L0Z'90°52 ANW ~ pided joydosiiow (9/p%1 NI} ANAlOR [eplaniis




Traducere din limba germana

DR. JOCHEN STEINMANN

Autoritatea pentru investigatii chimice, igiena si medicina D-28205 Bremen
veterinara din landul Bremen St.-Jirgen-StralRe
Departamentul pentru Microbiologie medicala si Igiena Tel.: +49 (0)421 361-6119
Tel.: +49 (0)421 361-15666

22.11.1999

Dr. St/sbe

B. Braun Medical AG
CP 58
CH-6203 Sempach-Station

Eficacitatea MELISEPTOL RAPID in cazul hepatitei B

EVALUAREA EXPERTULUI

Dezinfectantul sub forma de spray MELISEPTOL RAPID produs de firma B. Braun Medical AG a fost testat
in cadrul testului de determinare cu antigen in ceea ce priveste caracteristicile sale de inactivare a virusului
hepatitei B, conform comenzii. Astfel s-a efectuat testarea referitoare la raportul de volume si a incarcarii
cu albumina conform ,Directivei Oficiului Federal de Igiena Publica (BGA / Bundesgesundheitsamt) si a
Asociatiei Germane pentru Combaterea Bolilor Virale pentru verificarea eficacitati dezinfectantilor chimici
impotriva virusurilor". Tn cadrul testului cu antigen, standardul de mé&surare pentru eficacitatea in ceea ce
priveste virusul hepatitei B este distrugerea reactivitatii imunologice a antigenului de suprafata al virusului
B (AgHBs). La efectuarea experimentelor descrise, s-a consideratd ca virusul a fost complet distrus
intotdeauna céand radioactivitatea, dupa actiunea dezinfectantului, s-a situat de 2,1 ori mai jos fatd de

valoarea probei de control a dezinfectantului.

MELISEPTOL RAPID a fost folosit pentru aceste teste ca solutie nediluata. In urma adaugérii de ser si de
substante albuminoide, a rezultat o concentratie de test de 80%. Durata de actiune de fost de 1, 2 si 3
minute.

in concluzie, se poate recomanda conform rezultatelor in cadrul testului cu antigen folosirea spray-ului

dezinfectant MELISEPTOL RAPID pentru inactivarea virusului hepatitei B dupa cum urmeaza:

nediluat, timp de 1 minut

Dr. J. Steinmann
Semnatura indescifrabila
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Departamentul pentru Microbiologie medicala si Igiena

B. Braun Medical AG
CP 58

CH-6203 Sempach-Station

Eficacitatea MELISEPTOL RAPID in cazul hepatitei B
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Tel.: +49 (0)421 361-15666
22.11.1999

Dr. St/sbe

Testarea dezinfectantilor in ceea ce priveste eficacitatea Tmpotriva virusului hepatitei B (HVB) este

necesara, intrucat in spital si Tn practica medicald si stomatologica a dezinfectarii suprafetelor,

instrumentelor, mainilor si materialelor textile, intreruperea lantului infectios cu HVB este deosebit de

importanta. Evaluarea dezinfectantilor este insa posibila aproape numai prin metode indirecte, intrucat nu

exista sisteme de reproducere in-vitro pentru HBV, iar experimentele pe cimpanzei sunt posibile doar in

cazuri de exceptie. De aceea, eficacitatea impotriva hepatitei B trebuie determinata cu proceduri indirecte.

Aceste metode de cercetare permit indicatii pentru efectul de inactivare al unui dezinfectant fatd de HBV.

Totusi, la evaluarea rezultatelor trebuie luat in considerare ca este posibil s& mai raméana un rest de

infectiozitate, care nu poate fi exclusa cu ajutorul niciuneia dintre procedurile descrise in ceea ce urmeaza.

Pana acum s-au publicat trei metode indirecte:

1. Distrugerea Antigenului de suprafata (Hepatitis B surface Antigen = AgHBSs)

2. Testul de alterare si dezintegrare morfologica (MADT)

3. Inactivarea ADN-polimerazei asociate HBV

Pentru cercetarile cu dezinfectantul sub forma de spray MELISEPTOL RAPID s-a considerat distrugerea

antigenitatii AgHBs ca marker indirect pentru eficacitatea impotriva hepatitei B.
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1. Material si metode

1.1. Caracteristicile preparatului

Substante active conform specificatiilor (in 100 g 50 g 1-propanol

solutie): 0.075 g clorura de didecildimetilamoniu
Aspectul preparatului: solutie clara, fara culoare

Mirosul preparatului: alcoolica

Numar de sarja: 1/2/01/23 (07.10.99)

pH-ul solutiei nediluate: 7,47 (electrod de sticla)

Spray-ul dezinfectant MELISEPTOL RAPID a fost folosit in cadrul testelor in forma nediluata. In functie de
adaugarea de ser si de substante albuminoide, a rezultat o concentratie de test de 80%.

1.2. Teste efectuate cu dezinfectant

Testele cu dezinfectant au avut loc in suspensie de proba la temperatura mediului ambiant, rapoartele de
volum si incarcare cu albumina efectuandu-se conform Directivei Oficiului federal de Igiena Publica
(Bundesgesundheitsamt) si ale Asociatiei Germane pentru combaterea maladiilor virale cu privire la
testarile dezinfectantelor chimice in ceea ce priveste eficacitatea impotriva virusurilor. Setul de teste a
constat dintr-o parte ser cu continut de AgHBs (AgHBs si AgHBs pozitiv, ADN-polimeraza identificabila,
PCR HBYV pozitiv, genom viral 108/ml), o parte apa dublu distilata, respectiv, o parte solutie albuminica din
ser cu concentratie de 2%, respectiv o parte ser bovin fetal si opt parti de volum dezinfectant supus testarii.
Imediat dupa finalizarea duratei de actiune s-a realizat o dilutie 1 : 100 din setul de teste cu solutie salina
tamponata (PBS) contindnd 10% ser fetal bovin, pentru a anula efectul dezinfectantului dupa diluare.
Ulterior a fost testat fiecare set ca determinare dubla a AgHBs in cadrul unei investigatii de tip
Radioimmmoassay (RIA) (Ausria Il, Abbott Lab., North Chicago, Ill, USA), determindndu-se media
radioactivitatii.

De asemenea, s-au mai efectuat urmatoarele probe de control: Un set de teste care a continut apa dublu
distilata in loc de dezinfectant si care a fost analizat in ceea ce priveste AgHBs dupa cea mai lunga durata
de actiune verificatd. Acest set de test efectuat atat cu albuminé serica, cat si cu ser fetal bovin a furnizat

valorile initiale pentru calcularea scaderii AgHBs. De asemenea, a mai urmat un set de teste fara
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adaugare de virus (probe control dezinfectant), precum si un set de teste exclusiv cu diluantul pentru ca,
prin compararea valorilor sa se identifice o nespecificitate existenta (vezi legenda alaturata anexata).

S-au documentat si probele de control pozitive si negative din kit-ul de test al producatorului.

Conform procedurii descrise de Frosner, s-a plecat de la o inactivare completa a AgHBs, daca
radioactivitatea, dupa aplicarea dezinfectantului, era de 2,1 mai mica decéat radioactivitatea seturilor de
teste. In aceste seturi de teste, este vorba de dezinfectant inlocuit cu cu apa dublu distilata, Albumina
sericd, respectiv, ser fetal bovin diluat apoi 1:100 in solutie salind tamponata(PBS) cu 10% ser fetal bovin,

conform descrierii de mai sus.

1. Rezultate

Rezultatele testului sunt prezentate in Tabelul 1. Dupa trei minute, in setul de teste cu apa dublu distilata,
valorile initiale s-au situat la 8455 cpm, Tn setul cu cu albuminé serica la 7881 cpm, iar in setul cu ser fetal
bovin 7673 cpm. Probele de control ale dezinfectantului s-au situat in cele trei seturi de teste selectate la

162 cpm, 168 cpm si 175 cpm. Au rezultat astfel valorile limita prezentate Tn Tabelul 1 (cut offs).

Nu s-a putut observa o prejudiciere a procedurii de determinare cauzate de dezinfectantul testat, deoarece
rezultatele testelor de control al dezinfectantului s-au situat in jurul domeniului valorii diluantului (cpm =
174,0).

MELISEPTOL RAPID a fost folosit pentru aceste teste ca solutie nediluata. in urma adaugérii de ser si de
substante albuminoide, a rezultat o concentratie de test de 80%. Durata de actiune de fostde 1, 2 si 3

minute.

Spray-ul dezinfectant MELISEPTOL RAPID a prezentat e eficacitate puternica in ceea ce priveste
reactivitatea imunologicd a AgHBs. Dupa o durata de actiune de numai un minut, s-a constat eficacitatea
impotriva HBV. Contorizarile s-au situat la valorile de 323 cpm, 347 cpm si 338 cpm. Se confirma

eficacitatea in toate cele trei seturi de teste, chiar si sub inhcarcarea cu albumina.
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In concluzie, se poate recomanda conform rezultatelor in cadrul testului de determinare a antigenelor
folosirea spray-ului dezinfectant MELISEPTOL RAPID pentru inactivarea virusului hepatitei B dupa cum

urmeaza:
nediluat, timp de 1 minut

Odata cu raspéandirea in masa a SIDA (AIDS/Acquired Immune Deficiency Syndrome) se discuta din nou
aspectele referitoare la stabilitatea HIV (Human Immunodeficiency Virus) si cu ajutorul céror masuri se
poate obtine activarea acestui agent patogen. intre timp exista o serie de studii experimentale care
trateaza inactivarea HIV prin noxe chimice si fizice. Rezultatele sunt prezentate intr-un raport al Comisiei
pentru Probleme ale Dezinfectare Impotriva Virusurilor in Medicina Umana ale Asociatiei Germane pentru
combaterea maladiilor virale (DW/Deutsche Vereinigung zur Bekdmpfung der Viruskrankheiten) si al
Oficiului federal de igiena publicd (BGA/Bundesgesundheitsamt) (Monitorul Medical / Deutsches Arzteblatt
84, numarul 18, p. B 874 din 30.04.1987).

Materialul prezinta o pozitie clara fata de acest aspect. Concluzia acestui articol este: "Intrucéat virusul
hepatitei B se transmite la fel ca HIV, fiind Thsa mai stabil si mai infectios decéat HIV, toate masurile de

prevenire impotriva hepatitei B se vor lua preventiv si impotriva transmiterii HIV”.

Dr. J. Steinmann

Semnatura indescifrabila
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Tabelul 1:
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Caracteristicile MELISEPTOL RAPID referitoare la inactivarea virusului hepatitei B demonstrate prin testul cu antigen.
Se prezinta contorizarile pe minut (cpm). In legenda alaturata se explica seturile de teste.

Durata de actiune Probe de control AgHBs- Probe de control dezinfectant Set de inactivare
(minute) MELISEPTOL RAPID
I I 1 I I ] I Il 1
0,5 - - - - - neexecutat neexecutat neexecutat
1,0 - - - - - - 323 347 338
2,0 - - - - - - 271 305 319
3,0 8455 7881 7673 162 168 175 146 243 291
Proba control diluant 174,0
Limita de jos a intervalului de indetificare a AgHBs | 340,2
iln fiecare set de teste (cut off)ll 352,8
0 367,5

n.e./= neexecutat




Explicarea seturilor de teste

Probe control AgHBs

| Ser + Apa dublu distilata + Apa dublu distilata
Il Ser + 2% albumina + Apa dublu distilata
Il Ser + FCS/ser bovin fetal +Apa dublu distilata

Probe control dezinfectant

| Apa dublu distilata + Apa dublu distilata + Dezinfectant
Il Apa dublu distilata + 2% Albumina + Dezinfectant
IIl Apa dublu distilata + ser bovin fetal + Dezinfectant

Proba control dezinfectant

| 10% ser fetal bovin fetal in solutie salina tamponata (PBS)

Set de inactivare

| Ser + Apa dublu distilata + Dezinfectant
Il Ser + 2% albumina + Dezinfectant

Il Ser + ser bovin fetal + Dezinfectant

Traducere din limba germana
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Hepatitis B-Effectiveness of MELISEPTOL RAPID

EXPERT'S INVESTIGATION REPORT

The spray disinfectant MELISEPTOL RAPID from the firm B. Braun Medical AG was
investigated by means of an antigen test regarding ist hepatitis B-virus inactivating proper-
ties. The tests were camied out with the volume ratios and protein contents as given in the
guideline of the Bundesgesundheitsamt (Federal Board of Health) and the Deutsche
Vereinigung zur Bek&mpfung der Viruskrankheiten e.V. (German Society for the Control of
Virus Diseases) for testing the effectiveness of chemical disinfectants. The measure for
the HBV effectiveness in the antigen test is the destruction of the immunological reactivity
of the hepatitis B-virus surface antigen (HBsAg). In this test a complete destruction was
assumed if, after the exposure to the disinfectant, the radioactivity was lower than the

values of the disinfectant controls multiplied with the factor 2.1.
MELISEPTOL RAPID was examined as a 80.0% solution. The application times were 1,
2 and 3 minutes. Summarizing the results of the antigen test, it can be recommended to

use the spray disinfectant MELISEPTOL RAPID as follows:

concentrated 1 min.
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Hepatitis B-Wirksamkeit von MELISEPTOL RAPID
GUTACHTERLICHE BEURTEILUNG

Das Sprihdesinfektionsmittel MELISEPTOL RAPID der Firma B. Braun Medical AG wurde
geman Auftrag im Antigentest auf seine Hepatitis B-inaktivierenden Eigenschaften geprift.
Dabei ist die Prifung hinsichtlich der Volumenverhaltnisse und der EiweiRbelastung nach
der "Richtlinie des Bundesgesundheitsamtes (BGA) und der Deutschen Vereinigung zur
Bekampfung der Viruskrankheiten e.V. (DVV) zur Priifung von chemischen Desinfektions-
mitteln auf Wirksamkeit gegen Viren" vorgenommen worden. Im Antigentest gilt als Maf
fur die HBV-Wirksamkeit die Zerstérung der immunologischen Reaktivitit des Hepatitis B-
Oberflachenantigens (HBsAg). Eine komplette Zerstérung wurde bei den hier beschriebe-
nen Versuchen immer dann angenommen, wenn nach Einwirkung des Desinfektionsmittels

die Radioaktivitat unter dem 2,1fachen Wert der Desinfektionsmittel-Kontrollen lag.

MELISEPTOL RAPID wurde bei diesen Versuchen als unverdiinnte Lésung eingesetzt.
Bedingt durch die Zugabe des Serums und der EiweiRstoffe resultierte eine 80 %ige
Prifkonzentration. Die Einwirkzeiten betrugen 1, 2 und 3 Minuten.

Zusammenfassend kann nach den Ergebnissen im Antigentest empfohlen werden das
Spruhdesinfektionsmittel MELISEPTOL RAPID zur HBV-Inaktivierung wie folgt einzuset-
zen:

[ — &
‘ff /’rJ
Dr. J. Sterﬁ’ mann

unverdiinnt 1 Minute

\.
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Hepatitis B-Wirksamkeit von MELISEPTOL RAPID

GUTACHTERLICHER UNTERSUCHUNGSBERICHT

Die Prafung von Desinfektionsmitteln auf Wirksamkeit gegeniiber dem Hepatitis B-Virus
(HBV) ist eine notwendige Untersuchung, da im Krankenhaus und in der &rztlichen und
zahnarztlichen Praxis der Desinfektion von Flachen, Instrumenten, Handen und Wasche
eine groe Bedeutung zur Unterbrechung von HBV-Infektketten zukommt. Die Evaluierung
von Desinfektionsmitteln ist allerdings fast ausschlieRlich mit indirekten Methoden méglich,
da in-vitro-Vermehrungssysteme fur das HBV nicht existieren und da Schimpansen-
versuche nur in wenigen Ausnahmeféllen durchfiihrbar sind. Deshalb muR die Hepatitis B-
Wirksamkeit mit einem indirekten Verfahren bestimmt werden.

Diese Untersuchungsmethoden erlauben Hinweise fiir eine inaktivierende Wirkung eines
Desinfektionsmittels gegenliber dem HBV, doch muR bei Beurteilung der Ergebnisse
beachtet werden, dass mdglicherweise eine Restinfektiositdt bestehen bleibt, die mit
keinem der nachfolgend beschriebenen Verfahren ausgeschlossen werden kann. Bislang
sind drei indirekte Methoden veréffentlicht worden:

1. Zerstérung des Oberflachenantigens (Hepatitis B surface Antigen = HBsAgQ)
2. Morphologischer Alterations- und Desintegrationstest (MADT)

3. Inaktivierung der HBV assoziierten DNS-Polymerase

Fur die Untersuchungen mit dem Spriihdesinfektionsmittel MELISEPTOL RAPID wurde die
Zerstorung der Antigenitat des HBsAg als indirekter Marker fiir die Hepatitis B-Wirksamkeit
herangezogen.
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1.2,

Material und Methoden

Charakteristik des Priparates

Wirkstoffe laut Angabe : 50 g 1-Propanol

(in 100 g Lésung) 0,075 g Didecyldimethylammoniumchlorid
Aussehen des Préparates : klare, farblose Fliissigkeit

Geruch des Praparates . alkoholisch

Chargennummer : 1/2/01/23 (07.10.99)

pH-Wert der unverdinnten

Lésung . 7,47 (Glaselektrode)

Das Sprihdesinfektionsmittel MELISEPTOL RAPID wurde bei den Versuchen
unverdinnt eingesetzt. Bedingt durch die Serum- und EiweiBzugabe resultierte
eine 80 %ige Priifkonzentration.

Desinfektionsmittelversuche

Die Desinfektionsmittelversuche erfolgten im Suspensionsversuch bei Raum-
temperatur, wobei die Volumenverhaltnisse und die EiweilRbelastung entsprechend
der Richtlinie des Bundesgesundheitsamtes (BGA) und der Deutschen Vereinigung
zur Bekdmpfung der Viruskrankheiten e.V. (DVV) zur Prifung von chemischen
Desinfektionsmittein auf Wirksamkeit gegen Viren vorgenommen wurden. Der
Versuchsansatz bestand aus einem Teil eines HBsAg-haltigen Serums (HBsAg
und HBeAg pos., DNS-Polymerase nachweisbar, HBV-PCR pos., Virus-Genome
> 10%ml), einem Teil Aqua bidest. bzw. einem Teil einer 2 %igen Serumalbuminld-
sung bzw. einem Teil foetalen Kélberserums (FKS) und acht Volumenteilen des zu
prufenden Desinfektionsmittels. Unmittelbar nach Ablauf der Einwirkzeit erfolgte
eine 1 : 100 Verdinnung des Versuchsansatzes mit PBS, das 10% FKS enthielt,
um die Wirkung des Desinfektionsmittels durch Verdiinnung aufzuheben.
Anschliefend wurde jeder Ansatz als Doppelbestimmung auf HBsAg in einem
Radioimmmoassay (RIA) (Ausria I, Abbott Lab., North Chicago, Ill, USA) unter-
sucht und der Mittelwert der Radioaktivitét errechnet.

Folgende Kontrollen sind tberdies mitgefiihrt worden. Ein Versuchsansatz, der
Aqua bidest. anstelle des Desinfektionsmittels enthielt und der nach der langsten
der gepriften Einwirkzeiten auf HBsAg untersucht wurde. Dieser Ansatz, der auch

mit Serumalbumin und FKS vorgenommen wurde, stellte die Ausgangswerte flr
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die Berechnung der Abnahme des HBsAg dar. Ferner erfolgte ein Versuchsansatz
ohne Viruszugabe (Desinfektionsmittel-Kontrollen) sowie ein Versuchsansatz aus-
schlieRlich mit dem Verdinnungsmittel um auf diese Weise durch einen Vergleich
der Werte eine Unspezifitat durch vorhandenes Desinfektionsmittel zu erkennen
(siehe beiliegende Legende).

Auch sind positive und negative Kontrollen aus dem Testkit des Herstellers mitge-
fuhrt worden.

Entsprechend dem von Frésner beschriebenen Verfahren wurde dann von einer
volligen Inaktivierung des HBsAg ausgegangen, wenn die Radioaktivitat (cpm)
nach Einwirkung des Desinfektionsmittels unter dem 2,1fachen der Radioaktivitat
(cpm) der Versuchsanséatze ohne Viruszugabe lag. In diesen Versuchsansatzen
handelte es sich um das Desinfektionsmittel versetzt mit Aqua bidest., Serumalbu-
min bzw. FKS, welches entsprechend der obigen Beschreibung anschlieRend
1:100 in PBS mit 10% FKS verdinnt worden war.

2. Ergebnisse

Die Darstellung der Untersuchungsergebnisse finden sich in der Tabelle 1. Die
Ausgangswerte betrugen nach drei Minuten im Ansatz mit Aqua bidest. 8455 cpm,
im Ansatz mit Serumalbumin 7881 cpm sowie im Ansatz mit FKS 7673 cpm. Die
Desinfektionsmittel-Kontrollen beliefen sich auf 162 cpm, 168 cpm und 175 cpm in
den drei gewahlten Anséatzen. Daraus errechneten sich die in der Tabelle 1 ange-
gebenen Grenzwerte (cut off’s).

Eine Stérung des Nachweisverfahrens durch vorhandenes Desinfektionsmittel war
nicht zu erkennen, da die Ergebnisse der Desinfektionsmittel-Kontrollen im Bereich

des Wertes des Verdlnnungsmittels lagen (cpm = 174,0).

MELISEPTOL RAPID wurde bei diesen Versuchen als unverdinnte Losung
eingesetzt. Bedingt durch die Zugabe des Serums und der Eiweilstoffe resultierte
eine 80 %ige Prufkonzentration. Die Einwirkzeiten betrugen 1, 2 und 3 Minuten.

Das Sprihdesinfektionsmittel MELISEPTOL RAPID zeigte eine starke Wirksamkeit
auf die immunologische Reaktivitat des HBsAg. Bereits nach einer Einwirkzeit von
einer Minute ist eine HBV-Wirksamkeit festgestellt worden. Die Counts beliefen
sich auf 323 cpm, 347 cpm und 338 cpm. Damit gilt die Aussage zur Wirksamkeit
in allen drei Ansétzen, also auch unter EiweiRbelastung.
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Zusammenfassend kann nach den vorliegenden Untersuchungsergebnissen im
Antigentest empfohlen werden das Spriihdesinfektionsmittel MELISEPTOL RAPID
zur HBV-Inaktivierung wie folgt einzusetzen:

unverdiinnt 1 Minute

Mit der weiteren Verbreitung von AIDS (Acquired Immune Deficiency Syndrome) ist
wiederholt die Frage diskutiert worden, welche Stabilitat das HIV (Human Immuno-
deficiency Virus) aufweist und mit welchen MaRnahmen eine Inaktivierung dieses
Erregers erreicht werden kann. Mittlerweile existieren eine Reihe von experimen-
tellen Studien, die die Inaktivierung von HIV durch chemische und physikalische
Noxen behandeln. Diese Ergebnisse sind in einem Bericht der Kommission fiir Fra-
gen der Virusdesinfektion in der Humanmedizin der Deutschen Vereinigung zur
Bekampfung der Viruskrankheiten (DVV) und des Bundesgesundheitsamtes (BGA)
zusammengefalt worden (Deutsches Arzteblatt 84, Heft 18, S. B 874 vom
30.04.1987).

Darin wird zu diesem Fragenkomplex eindeutig Stellung bezogen. Der SchiuRsatz
dieses Artikels lautet: "Da Hepatitis B-Virus wie HIV (ibertragen wird, jedoch sta-
biler und infektidser als HIV ist, sind alle VorsichtsmaRRnahmen gegen eine Uber-
tragung von Hepatitis B auch préaventiv gegen HIV".
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Erlduterung der Ansitze:

HBsAg-Kontrollen
| Serum + Aqua bidest. + Aqua bidest.

Il Serum + 2% Albumin + Aqua bidest.
I Serum + FKS + Aqua bidest.

Desinfektionsmittel-Kontrollen
I Aqua bidest. + Aqua bidest. + Desinfektionsmittel

II' Aqua bidest. + 2% Albumin + Desinfektionsmittel
Il Aqua bidest. + FKS + Desinfektionsmittel

Verdinnungsmittel-Kontrolle

[ 10 %iges FKS in PBS

Inaktivierungsansatz

I Serum + Aqua bidest . + Desinfektionsmittel
Il Serum + 2% Albumin + Desinfektionsmittel
Il Serum + FKS + Desinfektionsmittel
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Efficacia di MELISEPTOL RAPID sull’epatite B

VALUTAZIONE PERITALE

Il disinfettante spray MELISEPTOL RAPID della ditta B. Braun Medical AG ¢ stato analizzato,
come da ordine, mediante test dell’antigene in relazione alle sue proprieta inattivanti sull’epatite B.
La prova ¢ stata eseguita, in relazione a rapporti volumetrici e carica proteica, in conformita alla
“Linea guida dell'Ufficio Sanitario Federale (BGA) e della Deutsche Vereinigung zur Bekimpfung
der Viruskrankheiten e.V. (DVV) per la prova dell’efficacia dei disinfettanti chimici sui virus”. Nel
test dell’antigene viene presa a misura dell’efficacia sullHBV la distruzione della reattivita
immunologica dell’antigene di superficie dell’epatite B (HbsAg). Nei test qui illustrati una
distruzione completa ¢ stata presupposta sempre se, dopo 1’azione del disinfettante, la radioattivita
era inferiore a 2,1 volte quella dei controlli con il disinfettante.

In queste prove MELISEPTOL RAPID ¢ stato analizzato quale soluzione non diluita. Aggiungendo
il siero e le proteine ne ¢ risultata una concentrazione di prova dell’80 %. I tempi di azione sono
statidi 1,2 e 3 minuti.

In sintesi, sulla base dei risultati del test dell’antigene, in relazione all'inattivazione dell’HBV ¢&
possibile raccomandare I'uso del disinfettante spray MELISEPTOL RAPID con le seguenti
modalita;

non diluito 1 minuto

dottor J, Steinmann
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Efficacia di MELISEPTOL RAPID sull’epatite B

RELAZIONE SULLO STUDIO PERITALE

La prova dell’efficacia dei disinfettanti sul virus dell’epatite B (HBV) & un test necessario, in
quanto negli ospedali e nei laboratori medici e dentistici la disinfezione di superfici, strumenti, mani
¢ biancheria riveste un’importanza fondamentale ai fini dell’interruzione della catena di contagio
dell’HBV. Tuttavia, la valutazione dei disinfettanti ¢ possibile quasi esclusivamente con metodi
indiretti in quanto per I"'HBV non esistono sistemi di replicazione in-vitro ed i test sugli scimpanzé
sono attuabili solo in casi rari ed eccezionali. Pertanto, I'efficacia sull’epatite B deve essere
determinata con un procedimento indiretto.

Queste metodiche di analisi forniscono indicazioni sull’azione inattivante di un disinfettante
sul'’HBV. Tuttavia, nel valutare i risultati & necessario tener presente che potrebbe continuare a
sussistere un’infettivita residua che non puo essere esclusa con nessuno dei procedimenti descritti
qui a seguito. Finora sono stati pubblicati tre metodi indiretti:

1. Distruzione dell’antigene di superficie (Hepatitis B surface Antigen = HbsAg)
2. Test d1 alterazione e disintegrazione morfologica (MADT)
3. Inattivazione della DNS polimerasi associata al’HBV

Per le analisi con il disinfettante spray MELISEPTOL RAPID la distruzione dell’antigenita
del’HBsAg ¢ stata utilizzata quale marker indiretto dell’efficacia sull’epatite B.



1.1

1.2

Materiale e metodi

Caratteristiche del preparato

Principi attivi secondo le indicazioni: 50 g di 1-propanolo

(in 100 g di soluzione) 0,075 g di didecil-dimetilammoniocloruro
Aspetto del preparato: liquido incolore trasparente

Odore del preparato: alcolico

Codice lotto: 1/2/01/23 (07.10.99)

Valore pH della soluzione

non diluita: 7,47 (elettrodo in vetro)

Nei test il disinfettante spray MELISEPTOL RAPID ¢ stato utilizzato non diluito.
Aggiungendo il siero e le proteine ne ¢ risultata una concentrazione di prova dell'80 %.

Test sui disinfettanti

Le prove sui disinfettanti sono state eseguite mediante test di sospensione a temperatura
ambiente con rapporti volumetrici e carica proteica conformi alla “Linea guida dell'Ufficio
Sanitario Federale (BGA) e della Deutsche Vereinigung zur Bekimpfung der
Viruskrankheiten e.V. (DVV) per la prova dell’efficacia dei disinfettanti chimici sui virus”.
La preparazione di prova era composta da una parte di un siero contenente HbsAg (HbsAg
ed HbeAg pos., DNS polimerasi rilevabile, HBV-PCR pos., genomi virali > 10° /ml), una
parte di Aqua bidest. ovvero una parte di una soluzione di sieroalbuminina al 2 % ovvero
una parte di siero di vitello fetale (SVF) ed otto parti in volume del disinfettante da testare.
Subito dopo il tempo d’azione ¢ stata eseguita una diluizione 1:100 del preparato di prova
con tampone fosfato contenente il 10% di SVF finalizzata ad eliminare ’azione del
disinfettante mediante diluizione.

Successivamente ogni preparato € stato analizzato, con determinazione in doppio, in
relazione all’HbsAg mediante un’analisi radioimmunologica (RIA) (Ausria II, Abbott Lab.,
North Chicago, III, USA) ed ¢ stato calcolato il valore medio della radioattivita.:

Sono inoltre stati gestiti i seguenti controlli. Un preparato di prova contenente Aqua bidest.
invece del disinfettante e che ¢ stato analizzato in relazione all’HbsAg dopo il piti lungo dei



tempi d’azione. Tale preparato, realizzato anche con sieroalbumina e SVF, rappresentava i
valori di partenza per il calcolo del decremento dell’HbsAg. Inoltre & stata approntata una
preparazione di prova senz’aggiunta del virus (controlli con disinfettante), nonché una
esclusivamente con il diluente in modo da poter cosi identificare mediante confronto tra i
valori un’eventuali aspecificita dovuta al disinfettante presente (vedere la legenda allegata).

Sono stati gestiti anche i controlli positivi e negativi del kit di prova del produttore.

In conformita al procedimento descritto da Frisner, un’inattivazione completa dell’HbsAg &
stata presupposta quando, dopo 1’azione del disinfettante, la radioattivita (cpm) era inferiore
a 2,1 volte quella dei preparati di prova senza aggiunta del virus. Tali preparazioni di prova
consistevano nel disinfettante miscelato con Aqua bidest., sieroalbumina ovvero SVF,

successivamente diluito 1 : 100 — in conformita alla descrizione di cui sopra — in tampone
fosfato con SVF al 10 %.

Risultati

La rappresentazione dei risultati dell’analisi ¢ riportata nella Tabella 1. Dopo tre minuti i
valori di partenza erano pari, nella preparazione con Aqua bidest. ad 8455 cpm, in quella
con sieroalbumina ad 7881 cpm e in quella con SVF a 7673 cpm. Nelle tre preparazioni
selezionate i controlli con disinfettante presentavano valori di 162 cpm, 168 cpm e 175 cpm.
Da tali valori sono stati calcolati i valori limite (cut-offs) indicati nella Tabella 1.

Non ¢ stata rilevata alcuna turbativa del procedimento di comprova determinata dal
disinfettante presente, in quanto i risultati dei controlli con disinfettante rientravano
nell’intervallo del valore del diluente (cpm = 174,0).

In queste prove MELISEPTOL RAPID ¢ stato analizzato quale soluzione non diluita. Dopo
I’aggiunta del siero e delle proteine ne ¢ risultata una concentrazione di prova dell’80 %. I
tempi di azione sono stati di 1, 2 ¢ 3 minuti.

Il disinfettante spray MELISEPTOL RAPID ha mostrato una forte efficacia sulla reattivita
immunologica dell’HbsAg. Un’efficacia sul’lHBV ¢ stata infatti accertata gia dopo un
tempo d’azione di un minuto. Le conte erano di 323 cpm, 347 cpm e 338 cpm. Pertanto,

Penunciato relativo all’efficacia ¢ valido per tutte e tre le preparazioni, anche sotto carica
proteica.



In sintesi, in base ai risultati dei test dell’antigene disponibili, & possibile raccomandare
Iutilizzo del disinfettante spray MELISEPTOL RAPID per I’inattivazione dell’HBV con le
seguenti modalita:

non diluito 1 minuto

Con 1l progredire della diffusione dell’AIDS (Acquired Immune Deficiency Syndrom) si &
ripetutamente  discussa la questione di che stabilita presenti I'HIV (Human
Immunodeficiency Virus) e con quali misure sia possibile indurre ’inattivazione di tale
patogeno. Nel frattempo ¢ disponibile tutta una serie di studi sperimentali riguardanti
I"inattivazione dell’HIV da parte di noxe chimiche e fisiche. Questi risultati sono riepilogati
in un Rapporto della Commissione Questioni Disinfezione Virale in Medicina Umana della
Deutsche Vereinigung zur Bekampfung der Viruskrankheiten e.V. (DVV) e dell’Ufficio
Sanitario Federale (BGA) (Deutsches Arzteblatt 84, numero 18, pag. B 874 del
30.04.1987).

Tale pubblicazione prende posizione in maniera univoca rispetto a questo complesso di
questioni. La frase finale dell’articolo afferma infatti: “Dato che il virus dell’epatite B si
trasmette come I’HIV, ma ¢ piu stabile ed infettivo di quest’ultimo, tutte le misure cautelari
contro la trasmissione dell’epatite B sono preventive anche rispetto all’HIV™,

dottor J. Steinmann
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Tabella 1: Proprieta inattivanti sull’epatite B di MELISEPTOL RAPID nel test
dell’antigene. Sono riportate le conte al minuto (cpm). Le preparazioni sono illustrate
nella legenda allegata.

Controlli con

Controlli con

Preparazione di inattivazione

Tempi d’azione HbsAg disinfettante MELISEPTOL RAPID

(minuti) [ I 111 | 1l 111 1 11 111

0,5 - - - - - - n.e. n.e. n.e.

1,0 - - - - - - 323 347 338

2,0 - - - - - - 271 305 319

3,0 8455 7881 7673 162 168 175 146 243 291

Controllo con diluente: 174,0

Limite inferiore di rilevabilita dell’HbsAg I: 340,2
nelle singole preparazioni (cut-off) II: 3528
[ 367,5

n.e. = non eseguito




Spiegazione dei preparati

Controlli con HbsAg
I Siero + Aqua bidest. + Aqua bidest.
11 Siero + albumina 2 % + Aqua bidest.
111 Siero + SVF + Aqua bidest.

Controlli con disinfettante
I Aqua bidest. + Aqua bidest. + disinfettante
11 Aqua bidest. + albumina 2 % + disinfettante
111 Aqua bidest. + SVF + disinfettante

Controlli con diluente

[ SVF al 10 % in tampone fosfato

Preparazione di inattivazione

[ Siero + Aqua bidest. + disinfettante
II Siero + albumina 2 % + disinfettante
I1 Siero + SVF + disinfettante
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A. Raport de test

Producator:

Produs:
Compozitie:
(la 100g)

Concentratie produs:

Conditii de testare:

Timpi de expunere:
Temperatura:
Procedura:
Incércare proteica:
Incircare virala:

Incircare celulara:

Metoda:

Rezultate:

Laboratorul Eurovir:

Biotechnologiepark — D 14943 Luckenwalde — Germania
Tel.+49(0) 3371 681 269 — Fax +49(0) 3371 681 275
E-mail: eurovir@Biogate.com
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Activitatea virucida a dezinfectantului
Meliseptol ® rapid
impotriva virusului hepatitei B

Braun Medical AG

Seesatz, CH-6203 Sempach-Station, Elvetia
Meliseptol ® rapid

1-propanol 50g
0,075g

clorura de didecil-dimetil-amoniu
nediluat (100%)

15, 30 si 60 secunde

20°C

test cantitativ al suspensiei virucide (QST), urm[rind EN 14476 si cu
modificarea (HBVV" — FTest®

10% ser de rata (ca sursa de virusi)

virus hepatita B de rata (DHBV), tip virus salbatic, izolat de la o rata de
Peking infectata

Concentratia virusului Ig(IDso) = 7/mL

hepatocite primare de rata (PGH)

Toti reactantii au fost adusi la 20°C. Pentru QST, o parte ser de rata, 1
parte mediu de culturi celulare si 8 parti de dezinfectant au fost
amestecate si incubate pentru 15, 30 sau 60 minute la o temperatura de
20°C. Titrarea a fost efectuata cu un factor de dilutie de 4 intr-un mediu de
cultura celulara la gheata. Culturile celulare au fost mentinute la 37°C si 5%
CO; pentru 25 de zile dupa care celulele DHBV pozitive au fost marcate
prin imuno-fluorescenta indirecta si identificate cu ajutorul unui
microscop. Estimarea concentratiei virale (Ig IDso) a fost efectuata prin
metoda dilutiei limitate.

Meliseptol ®rapid (nediluat) la 20°C a inactivat virusul hepatitei B de rata
pana la sau peste 99,99% cu QST la 20°C in 15 secunde, in ciuda unei
incarcari proteice mari de 10% ser.

Activitatile Eurovir:

Test rapid de identificare & validarea produselor si
procedeelor de prevenire si tratare a infectiilor virale.
Dezinfectie, securitate impotriva virusilor, sterilizare,
terapie, vaccinare
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B. Recomandari: Meliseptol ®rapid (nediluat) la 20°C prezinta o activitate virucida impotriva
virusului hepatitei B. Inactivarea virusului se ridica pana la sau peste
99,99% dupa 15 secunde. Recomandam ca Meliseptol ®rapid la 20°C sa fie
utilizat pentru dezinfectarea

Luckenwalde, 7 aprilie 2006

Semnat indescifrabil semnat indescifrabil
Lector universitar dr. O. Thraenhart dr. Christian Jursch
(Presedinte al Eurovir) (Vice-presedinte pentru relatii stiintifice)
Laboratorul Eurovir: Activitatile Eurovir:
Biotechnologiepark — D 14943 Luckenwalde — Germania Test rapid de identificare & validarea produselor si
Tel.+49(0) 3371 681 269 — Fax +49(0) 3371 681 275 procedeelor de prevenire si tratare a infectiilor virale.
E-mail: eurovir@Biogate.com Dezinfectie, securitate impotriva virusilor, sterilizare,

http://eurovir.freeyellow.com terapie, vaccinare
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pentru aplicare pe suprafete mici
"Meliseptol® rapid"

Validarea printr-o metoda asemanatoare metodei US EPA (Registrul Federal
65:51828-51830, 2000) cu hepatocite embrionare si DHBV, e-Hepatovir-FTest

de
PD dr. Olaf Thraenhart si dr. Christian Jursch

Perioada cercetarii: ianuarie — aprilie 2006
Producator: Braun Medical AG

Seesatz

CH-6203 Sempach-Station, Elvetia
Laboratorul Eurovir: Activitatile Eurovir:
Biotechnologiepark — D 14943 Luckenwalde — Germania Test rapid de identificare & validarea produselor si
Tel.+49(0) 3371 681 269 — Fax +49(0) 3371 681 275 procedeelor de prevenire si tratare a infectiilor virale.
E-mail: eurovir@Biogate.com Dezinfectie, securitate impotriva virusilor, sterilizare,

http://eurovir.freeyellow.com terapie, vaccinare


mailto:eurovir@Biogate.com

Dr. Olaf Thraenhart
Lector virologie medicala la Facultatea de Medicina
Universitatea din Essen, FTA pentru microbiologie

Eurovir Institutul de Igiena

Validare antivirala

Inactivarea virusului hepatitei B cu dezinfectantul rapid pe baza de alcool pentru aplicare pe
suprafete mici
"Meliseptol ®rapid"

Validarea printr-o metoda asemanatoare metodei US EPA (Registrul Federal 65:51828-51830,
2000) cu hepatocite embrionare si DHBV, e-Hepatovir-FTest (tHBVV"-FTest")

A. Raport de verificare

Producdtor: Braum Medical AG
Seesatz, CH-6203 Sempach-Station

Dezinfectant si metoda:

Dezinfectant: Meliseptol ®rapid 100 g compus din:
e 1-propanol (alcool propilic) 50g
e Clorura de diecil-simetil-amoniu0,075g

Metoda: testare cantitativa a suspensiei virucide la o temperatura de 20°C
Sarja testata: 4123M05
Timpi expunere: 15, 30 si 60 secunde
Incdrcdri proteice: ser de rata (concentratie finala in test: 10%)
Virus testat: Ser DHBV nr.V/1
Tip virus salbatic, izolat dintr-o rata de Peking infectata pe cale naturala
Sistem celular: hepatocite primare de rata (PDH), productie proprie
Metoda: Testare cantitativa a suspensiei virucide sub forma ¢HBVV"-FTest’ cu respectarea EN

14475 la o temperatura de 20°C.

Obiectivul cercetdrii

Meliseptol®rapid este un dezinfectant de suprafata pe baza de alcool destinat dezinfectarii de scurta
durata si de suprafete mici. Se aplica nediluat. Timpul de expunere, in functie de utilizare, este scurt si
raportat la 1 minut.

Verificarea a avut loc Tn cadrul unei testari cantitative a suspensiei virucide (EN 14476) in cadrul unei
modificari a metodei US EPA (Registrul Federal 65:51828-51830, 25 august 2000,
http://www.epa.gov/oppad001/hbv.htm) cu hepatocite embrionare in loc de boboci de ratd si cu virusul
hepatitei B de rata (Duck Hepatitis-B-Virus DHBV) recomandata de agentia americana de mediu EPA pentru
aplicare in SUA si de catre Ministerul Sanatatii din Australia pentru verificarea eficacitatii dezinfectantilor
fmpotriva virusului hepatitei B (HBV).

Conform acestor prevederi dezinfectantii care inactiveaza HBV de rata cu 4 trepte logaritmice zecimale
n cadrul acestui test hepatovir (eHBVV"-FTest’), pot fi prezentati ca fiind eficienti impotriva HBV uman.

Concentratii ale dezinfectantului supuse verificdrii:
Dezinfectantul care trebuia supus verificarii era un preparat comercial gata de utilizare. Deoarece
acesta avea o concentratie de 100%, din motive legate de metoda aplicatd, nu a putut fi testata o
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concentratie mai mare de 80% a substantei active (comparativ cu Comentariul la DirectivaBGA/DVV;
Jurnalul Federal de Sanatate 1983; 26:413-415).

Deoarece dezinfectantii pentru maini concentrati, aplicati pe culturile celulare pot prezenta o cito-
toxicitate marita, care ulterior nu mai permite o determinare pe 4 trepte logaritmice zecimale, a fost testata
partial si o concentratie redusa a produsului (de 75%, respectiv 50%) (anexa 1. Tabelul 1).

Metodologia:
Test cantitativ al suspensiei virucide

Toate experimentele QST au fost efectuate in analogie la recomandarile Institutului Robert Koch
(RKI), respectiv la liniile directoare ale Agentiei Federale pentru Sdnatate (BGA, acum RKI) si ale Asociatiei
Germane pentru combaterea bolilor virale (DVV) (Jurnalul Federal de Sanatate 1982; 25:397-398).

Reactantii (mediul, dezinfectantul, A. bidest (=apa dublu distilata) si altele), inainte de inceperea
experimentului, au fost adusi la 20°C. Deoarece ca sursa de virusi a existat exclusiv serul de la o rata infectata
cu DHBV nu a fost testata o incarcare proteica mai mica de 10% ser (de rata) (corespunzatoare cu 10% ser
fetal de vitel). La 1 parte ser de ratd contindand DHBV si 1 parte A. bidest s-a addugat fie cate 8 parti de
solutie dezinfectanta nediluata sau o dilutie a acestei solutii in A. bidest si s-a incubat timp de 15, 30 si 60
secunde la 20°C. Tabelul 1 reda in detaliu dilutia substantei active testate.

Identificarea virusului:

Dupa scurgerea timpului de expunere, amestecurile de virus-produs au fost diluate imediat intr-o
serie de dilutii cu un factor 4 de dilutie in mediu inghetat. Pentru fiecare dilutie a fost inoculata cate o
unitate de culturd celulard a unei placi de microtitru cu 12 unitdti corespunzitoare cu 3,66 cm?
suprafatd/unitate. Culturile au fost incubate timp de 24-28 zile la 37°C si 5% CO,. Ulterior unitatile de cultura
celulara cu continut de virus au fost marcate cu imuno-fluorescenta indirecta si studiate sub microscop la o
marire de 100x.

Estimarea cantitdtii de virusi prin titrare in punct final:

Valorile continutului de virusi al amestecului virus-produs, exprimat ca Ig IDso, au fost obtinute dupa
metoda titrarii in punct final. Prin scaderea acestor valori din valoarea initiala (proba tratata identic fara
adaos de substanta activa = proba de control virus) s-a obtinut factorul de reducere (RF).

Determinarea titrului virusilor conform LYCKE: (Arch Ges Virusforsch (1957); 7:483-493)

Aceasta metoda ofera o alternativa la determinarea titrului virusilor conform Spearman si Karber si
are avantajul ca permite cercetarea produselor care sunt insotite de o cito-toxicitate ridicat3. In plus, pot fi
determinate cantitati reziduale foarte mici ale virusului infectios.

Principiul de baza consta in diluarea preparatului virus-produs (amestec 1+1+8) intr-un volum mare

si ulterior punerea integrala a acestui volum pe celule. Se va alege astfel dilutia incat sa se evite un efect cito-
toxic, respectiv celulele sa ramana complet susceptibile.
Pentru determinarea titrului virusilor conform Lycke preparatul virus-produs cu incarcarea corespunzatoare
cu Meliseptol ®rapid nediluat a fost diluat 1:768 in mediu (corespunzand la 96 mL) si distribuit pe 48 de
unitati de cultura celulara. Culturile au fost incubate la 37°C si 5% CO,. Ulterior, efectul citopat a fost citit la
microscop.

Calcularea conform LYCKE a cantitdtii de virusi:
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Pentru determinarea titrului virusilor conform metodei lui Lycke, a fost identificat intai continutul
actual de virusi cu ajutorul titrarii Tn punct final. Din acesta ulterior s-a calculat cantitatea initiala de virusi din
preparatul virus-produs pentru volumul utilizat.

Cantitatea de virus dupa dezinfectare a fost obtinutd pe baza formulei - IDsp = [1,4 x In (1-p)],
referitoare la volumul total de 96 mL distribuit, unde p reprezinta raportul dintre unitatile de culturi celulare
virus pozitive si totalul unitatilor de culturi celulare. Prin scaderea cantitatii de virusi dupa dezinfectare din
cantitatea initiala de virusi a fost obtinut factorul de reducere.

Observatii referitoare la influenta produsului asupra desfdsurdrii testului (la modul general)

Virusii, pentru a se multiplica, sunt dependenti in totalitate de celule. O afectare a acestor celule,
datorata de ex. resturilor de dezinfectant, poate deranja sau impiedica complet multiplicarea virusilor. De
aceea este necesar sa se evite pe cat posibil o influenta distructivd asupra celulelor sau cel putin aceasta
influent3 sa fie documentata. In functie de caracteristicile chimice ale produsului se pot deosebi 2 tipuri de
afectare a celulelor.

Determinarea microscopica a toxicitatii produsului (TDsg) pentru cultura celulard (cito-toxicitate)

Aici se va documenta afectarea celulara (=cito-toxicitate) care s-a manifesta deja la nivel morfologic
si astfel a devenit vizibild la microscop.

Tn acest scop se pregitesc amestecuri de control, in care in loc de suspensie de virusi se adauga
mediu de cultura celulara. Aceste probe vor fi ulterior inoculate pe celule in acelasi mod ca si preparatele de
inactivare. Se va testa daca celulele se modifica vizibil microscopic sub influenta dezinfectantului. Astfel de
modificdri pot simula un efect citopatic datorat virusului (CPE). Tn acest caz nu mai este posibild o
determinare clara daca modificarea a fost provocata de virusul de testare sau de produs. Aceste modificari
apar intr-una sau mai multe dilutii ale amestecului virus-produs inoculat pe celule.

Respectivele trepte de dilutie care provoaca in culturile celulare o modificare morfologica vizibila a
celulelor ca reactie la noxele chimice nu vor fi din aceasta cauza incluse in determinarea continutului de
virusi.

Diminuarea toxicitdtii produsului:

Se considera ca exista o eficacitate virucida daca diferenta concentratiei virusilor in proba de virusi
de control netratata minus valoare reziduald dupa aplicarea produsului este de peste 4 trepte logaritmice
zecimale. De multe ori aceasta valoare nu este atinsa, deoarece multe dilutii ale amestecului virus-produs nu
pot fi evaluate din cauza modificarilor toxice ale celulelor. Din aceasta cauza in cazul testarii dezinfectantilor
se aplica deseori metode care pot diminua aceasta citi-toxicitate. Reducerea cito-toxicitatii necesita
proceduri complexe.

O metoda este asa numita neutralizare a radicalilor produsului. O alta metoda foarte eficienta este
filtrarea prin sitd moleculara (asemanator cu DIN EN 14476) in care amestecul produs-virus este eliberat de
componentele produsului prin filtrare, fard sa reduca semnificativ concentratia de virusi. Datorita
necesarului de timp pentru intreaga procedura a filtrarii prin sita moleculara aceasta metoda poate fi
aplicata de abia de la timpi de expunere de peste 5 minute. Proba care urmeaza sa fie filtrata se introduce
intdi intr-o matrice din material microporos (gel) aflat intr-o coloand mica (de ex. coloane MicroSpin).
Separarea particulei de virus de dezinfectant are loc conform principiului cromatografiei de excludere a
marimilor (= SEC), in care virusii se vor regasi in eluatul de excludere iar dezinfectantul va putea patrunde in
perlele de gel. Fluxul de lichid necesar pentru curatarea probei se obtine in cadrul acestei tehnici cu ajutorul
centrifugdrii. Astfel, amestecul de reactie va fi transportat prin intregul pat de gel, iar virusi se vor regasi in
eluat in timp ce dezinfectantul va ramane in patul de gel.
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intreaga procedura de curdtare dureaza aproximativ 90 secunde (introducerea probelor sub bancul
de lucru, pozitionarea coloanelor in centrifugd precum si centrifugarea propriu-zisa). Daca se pleaca prin
aproximare de la ideea ca un contact direct intre virus si dezinfectantul ce trebuie indepartat are loc doar pe
jumatate din timpul de centrifugare, mai raman totusi aproximativ 45 secunde timp suplimentar efectiv de
actiune. Din aceasta cauza nu a fost efectuata o filtrare prin sita moleculara.

Rezultate:
Eficacitatea Meliseptol ®rapid asupra DHBV

Rezultatele testelor din cadrul acestui raport de verificare pot fi extrase din tabelele 1 pana la 6,
precum si din imaginile 1 si 2: datele neprelucrate, prezentate ca protocol al testarii, se regasesc in anexa 2.

Cito-toxicitatea produsului:

Din tabelul 2 se pot extrage valorile pentru cito-toxicitate. Meliseptol ®rapid a avut in forma
nediluata o citi-toxicitate ridicata asupra culturilor celulare (Ig TDso = 1,2). Dilutia de 75% a prezentat de
asemenea o cito-toxicitate de TDso = 1,2. Chiar si la dilutia de 50% au fost observabile modificari morfologice
ale celulelor pana la dilutie de /lg—1,2.

Aceasta toxicitate a dezinfectantului nediluat a impiedicat identificarea virusului, mai ales in primele
doua dilutii (lg -0,6 si lg -1,2). Datorita timpului scurt de expunere, nu a fost posibild aplicarea unei alte
metode in afara celei de dilutie.

Teste de inactivare a DHBV:
A. Testul cantitativ al suspensiei virucide: titrarea virusului conform metodei in punct final

In tabelul 5, respectivimaginea 1 sunt cumulate rezultatele obtinute.

Din tabelul 5 rezulta cd in prima etapa de testare (V1), la 20°C si 15 secunde timp de
expunere a fost obtinutd o inactivare a virusului mai mare/egala cu 3,74 trepte log zecimal deja cu
dezinfectant cu concentratie 50%. Aceasta eficienta impotriva virusului a fost atinsa in prezenta a
10% ser.

in cazul dezinfectantului de 75% concentratie, respectiv nediluat, evaluarea capacitatii de
inactivare a virusului influentata Tn aceeasi masurd ca in cazul dilutiei de 50% a produsului prin
toxicitatea lui log TDso = 1,2. Inactivarea virusului in prima etapd de testare (V1) a fost mai
mare/egala cu 4,37 trepte log zecimal (RF > 4,37).

n a doua etap3 de testare (V3) rata determinata de inactivare a virusului a fost de asemenea
RF > 4,3.

Pentru dezinfectantul nediluat a fost observata in total o rata de inactivare a virusului mai
mare decat cea impusa de 4 trepte log zecimali (RF=4). Astfel s-a putut demonstra existenta unei
eficacitati virucide suficiente a dezinfectantului sub forma nediluata.

Produsul intr-o dilutie de 75% prezenta eficacitate (RF > 4). Acest rezultat permite
concluzionarea cu o probabilitate aproape de sigurantd, ca produsul nediluat prezinta o activitate
virucida buna fata de DHBV dupa 15 secunde timp de expunere si la o temperatura de 20°C.

B. Testul cantitativ al suspensiei virucide: titrarea virusului conform Lycke
Rezultatele testelor din aceastda portiune de cercetare sunt prezentate cumulativ in tabelul 6,
respectiv in imaginea 2.

Testul propriu-zis:
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15 pl A. bidest (apa dublu distilata) si ser de rata cu continut de DHBV au fost amestecate la 20°C cu
120 pl dezinfectant nediluat (V2; proba 1). Dupa o perioada de actiune de 30 secunde, intreaga cantitate
de reactie a fost diluatd de 768x (96 mL) si distribuita in totalitate pe culturile celulare (48 unitati de
culturi celulare a 2 mL fiecare). Pentru testul V4, timpul de expunere a fost de 15 secunde.

Testul de receptivitate:

Dilutia de 1:768 a compusului de reactie, constand din 1 parte incarcare + 1 parte suspensie virusi +
8 parti dezinfectant nediluat nu are nici un efect negativ asupra receptivitatii hepatocitelor primare de rata.
Diferenta titrului virusilor dintre celulele netratate si cele tratate a fost mai mica decat RF = 0,5 (A RF = 0,35
respectiv 0,1; cf. V2 respectiv V4 in anexad). Astfel a fost demonstrat ca in toate unitatile de culturi celulare
receptivitatea la virusi a fost asigurata si cd aceasta poate fi utilizata pentru determinarea cantitatii
(reziduale) de virusi.

Determinarea titrului initial al virusilor:

Continutul de virusi ai suspensiei de virusi DHBV utilizate in test a fost determinat printr-o titrare
paraleld conform metodei titrarii in punct final. Astfel, titrul viral a rezultat ca fiind Ig IDso = 6,1/volum testat
la V2, precum si lg IDsp = 6,1/volum testare la V4.

Determinarea titrului virusilor dupd dezinfectare:

Tn urma evaludrii culturilor celulare s-a obtinut n cazul tuturor testelor cu dezinfectant nediluat, c3
nici una (0 din 48) din unitatile de culturi celulare nu era virus-pozitiva. Astfel a rezultat ca, cantitatea
reziduala de virusi se situeaza sub limita de determinare.

Deoarece formula cu p = 0 nu ofera nici o valoare rezonabild, a fost introdusa o evaluare a valorii
limita p = 1/48. Cu p = 1/48 = 0,02, valoarea din paranteze devine — IDso = [1,4 x In (1-p)] cu In(0,98) dupa
cum urmeaza - IDsp = 1,4 x -0,02 = - 0,028. Titrul viral dupa dezinfectare este de IDso = 0,03 per unitate de
cultura celulara.

Cantitatea totala de virus rezidual rezulta din multiplicarea titrului viral al unei unitati de cultura
celulara cu numarul total de unitati de cultura celulara: 48 x 0,03 = IDsp = 1,34 = Ig IDso = 0,13.

Inactivarea virusului se determina prin scaderea valorii logaritmice a cantitatii de virusi reziduali din
valoarea logaritmica a cantitatii initiale de virusi: RF =1g 6,17 — g 0,13 = 6,04. Deoarece cantitatea reziduala
de virusi s-a situat sub limita de determinare, s-a considerat ca reducerea a fost de RF > 6,04.

Astfel a fost demonstratad o eficacitate virucida suficienta a dezinfectantului nediluat fata de DHBV
de peste 4 trepte logaritmice zecimale (RF > 4) la 20°C si un timp de expunere de 30 secunde.

Tn cadrul testului V4 a fost determinat3 inactivarea virusului dupd un timp de expunere de 15
secunde de RF =1g 6,1 —Ig 0,13 = 5,97. Deoarece si in acest caz cantitatea rezidualad de virusi s-a situat sub
granita de determinare, reducerea a fost de RF > 5,97.

Astfel a fost demonstratad o eficacitate virucida suficientd a dezinfectantului nediluat fata de DHBV
de peste 4 trepte logaritmice zecimale (RF > 4) la 20°C si un timp de expunere de 15 si 30 secunde.

Ceea ce inseamnad ca totalitatea DHBV a fost complet inactivatd din proba testatd. Acest enunt
intareste rezultatul titrarii in punct final. Desi s-a demonstrat deja o inactivare de peste 4 trepte logaritmice
zecimale in cazul unei solutii de 50% a produsului, din cauza toxicitatii produsului nu s-a putut demonstra
daca intreaga cantitate de virusi a fost dezactivata si de dezinfectantul nediluat. Acest lucru a fost
demonstrat prin acest experiment.

Mai ales pentru procesul dezinfectdrii mainilor ar trebui demonstrata o inactivare totald a virusului.
Aceasta a fost de peste 4 trepte logaritmice zecimale.
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Verificare de control cu 0,7% formaldehidd ca dezinfectant de referinta

Dezinfectantul de referintd formaldehida a fost utilizat intr-o concentratie de 0,7% (continutul
determinat acidometric; a se compara cu EN DIN 14476) si dupa o dubla filtrare prin gel nu a prezentat cito-
toxicitate. Dupa cel mai scurt timp de expunere (5 minute) a fost demonstratd o inactivare a virusului de RF =
1,01 (cf. tabelului 3). Dupa 15 si 30 minute inactivarea virusului era de RF = 1,64, respectiv 2,64. Dupa 60
minute se mai puteau observa in primele doua dilutii virusi reziduali. Aceasta corespunde unei inactivari a
virusului de RF 3,83.

Rezumatul rezultatelor:

Dezinfectantul pentru maini pe baza de alcool Meliseptol ® rapid in formuld nediluata, a
demonstrat un efect virucid cu o reducere mai mare/egala cu 5,9 trepte logaritmice zecimale aplicat asupra
virusului hepatitei B, la o temperatura de 20°C si un timp de expunere de 15 secunde, aplicat in cazul unei
incarcari ridicate cu proteine.

Deja in cazul unei concentratii de 50% si la o temperatura de aplicare de 20°C si un timp de
expunere de 15 secunde si la o incarcare proteica mare, dezinfectantul pentru maini pe baza de alcool
Meliseptol ® rapid a prezentat un efect virucid fata de virusul hepatitei B (reducere mai mare/egala cu 4,3
trepte logaritmice zecimale).

Luckenwalde, 07 aprilie 2006

Semnat indescifrabil semnat indescifrabil
PD Dr. O. Thraenhart dr. Christian Jursch
(Director Eurovir) (Sef de laborator si cercetator)
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Anexa 1 — Tabele si imagini —

Tabelul 1: Concentratia solutiilor dezinfectante testate

Dilutia produsului Concentratia finald in test?
nediluat (100 %) 80%
75 % 60%
50% 40%

'= obtinut in A. bidest (apa dublu distilata)
2= concentratia dezinfectantului in amestecul de test: 1 parte ser de rata + 1 parte A. bidest + 8 parti solutie
dezinfectanta

Tabelul 2: Efectul cito-toxic al solutiei diluate asupra culturilor celulare PDH
Concentratia produsului! nediluat 75 % 50%

Titrul cito-toxicitatii <1,8 <1,8 <1,8
(lg TDso /volum test)

1 = comparatie tabelul 1

Tabelul 3: Eficienta impotriva virusului a formaldehidei 0,7 % fata de DHBV

Concentratia formaldehidei | Tncircare? Nr. proba Timp de expunere Inactivarea virusului
[lg RF]34
0,7 % (w/v) fara 1(vV3) 5 Min. 1,01
. . 1o .
(determinat acidometric) * |(solutie tam.pon 2(V3) 15 Min. 1,64
de fosfati)
3(V3) 30 Min. 2,64
4(v3) 60 Min. 3,83

! = comparatie EN DIN 14476
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Tabelul 4: Determinarea titrului initial al DHBV

Nr. probei! 22 (V1) 23 (VI) 24 (V1) 25 (VI) 22 (V3) | 23(V3) | 24(V3) 25 (V3)
PDH Prepararea | PDH (V1+V2) Prepararea Il PDH (V3 + V4)

Set testare Proba control virus (analiza a 28-a zi p.i.) Proba control virus (analiza a 24-a zi p.i.)
1/-0,6 >50 2 >50 >50 >50 >50 >50 >50 >50
2/-1,2 >50 >50 >50 >50 >50 >50 >50 >50
3/-1,8 >50 >50 >50 >50 >50 >50 >50 >50
4/-2,4 >50 >50 >50 >50 >50 >50 >50 >50
5/-3,0 >50 >50 >50 >50 >50 >50 >50 >50
6/-3,6 >50 >50 >50 >50 >50 >50 >50 >50
7/-4,2 >50 >50 >50 >50 49 >50 >50 >50
8/-4,8 35 14 28 16 19 24 22 16
9/-5,4 5 11 2 2 neg. neg. neg. neg.
10/-6,0 neg. neg. neg. neg.

11/-6,6
Control celular neg. neg. neg. neg. neg. neg. neg. neg.
titru/volum testat 6,34 5,95 6,25 6,0 6,08 6,18 6,14 6,0
(Ig 1Dso)
valoare medie ?=6,17 ?=6,10
(g 1Ds,)

1= numarul probei si numarul testului; comparatie foi de protocol in Anexa 2
2= numar focare pozitive DHBV; nenumarate = focarele conflueaza, respectiv numarul concret nu mai poate fi stabilit
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Tabelul 5: Efectul Meliseptol® rapid impotriva virusului DHBV cu 10 % ser in probad; Determinarea titrului virusului cu
ajutorul titrarii Tn punct final

Timp de expunere| Concentratia produsului! Inactivarea virusului [RF] 2
[s]
Nr. test (comparatie Anexa 2)

V1la V1b V 3a V 3b

15 secunde nediluat >4,373 >4,37 3,74 >4,3
75% >4,37 >4,37 >4,3 >4,3

50% >4,37 >4,37 n.d. n.d.

30 secunde nediluat >4,37 5:4,37 >4,3 >4,3
75 % >4,37 >4,37 >4,3 >4,3

50% >4,37 >4,37 n.d. n.d.

60 secunde nediluat >4,37 >4,37 >4,3 >4,3
75 % >4,37 >4,37 >4,3 >4,3

50% >4,37 >4,37 n.d. n.d.

1 = comparatie Tabelul 1.1

2= reducere logaritmica a virusului [Ig IDso]; proba control virus minus titru virus rezidual al probei

3 = evidentiate prin printare bold: RF > 4. Aceasta corespunde unei inactivari a virusului de peste 99,99 % de la care se
atesta o eficienta suficienta anti-virus.
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Tabelul 6: Efectul Meliseptol® rapid impotriva virusului DHBV cu 10 % ser in test; determinarea titrului virusului
conform Lycke

Efect de actiune Test Concentratie produs! Inactivare virus [RF]?
[s]
30 secunde V2 nediluat >6,043
15 secunde V4 nediluat >5,97

1 = comparatie Tabel 1.1

2 =reducere logaritmica a virusului [Ig IDso]; proba control virus minus titru virus rezidual al probei; de fiecare data la
aceeasi incarcare

3 = evidentiate prin printare bold: RF > 4. Aceasta corespunde unei inactivari a virusului de peste 99,99 % de la care se
atesta o eficienta suficienta anti-virus.

Determinarea titrului virusului dupa dezinfectare:

Formula de evaluare a titrului virusului: (conform Lycke, Arch Ges Virusforschung (1957); 7:483-493)
- IDso=[1,4xIn (1-p)]

Exemplu de calcul: pentru Meliseptol® rapid nediluat cu FKS sub formd de incdrcare

cu p = 1/48 (evaluare valoare limita) = 0,02 urmeaza -1Dso = [1,4 x In (1-0,02)]
scazut corespunzator - 1Dso = [1,4 x In (0,98)]
cu In (0,9983) = 0,0017 - IDso = [1,4 x 0,02]
Tnmultit corespunzator - IDso = - 0,028]
inmultit cu -1 IDso = 0,028

adica per unitate culturi de celule respectiv 150 pL volum distribuit la finalul timpului de expunere al
produsului (30 s) mai erau continute mai putin/egal cu IDso = 0,03.
referitor la volumul total (48 x 2.000 pL = 96 mL) rezulta:
IDso=0,03 x48=1,34
respectiv logaritmat lg IDsp = 0,13

e adica totalul cantitatii virusului rezidual a fost de Ig IDso < 0,13
e totalul cantitatii initiale a virusului a fost de Ig IDsq = 6,17

e reducerea virusului:  cantitatea initiald de virus lg IDso = 6,17
minus cantitatea reziduala de virus lg IDsp < 0,13
rezultad reducerea de virus RF > 6,04

e ceea ce inseamna ca intreaga cantitate de DHBV din proba a fost complet inactivatda. Acest enunt
intareste rezultatul titrarii in punct final. Desi s-a demonstrat inactivarea cu peste 4,3 trepte log
zecimal, dar din cauza cito-toxicitatii ridicate a produsului nu s-a putut demonstra daca
dezinfectantul a inactivat intreaga cantitate de virus. in cadrul acestui test s-a putut demonstra acest
fapt. In special in cazul acestui dezinfectant de méini trebuie demonstratd o inactivare complets a
virusului. Conform rezultatelor de mai jos, aceasta a fost deja dupa 15 secunde timp de expunere,
mai mult de 5,9 trepte log zecimale.
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Reducere log zecimal

Inactivarea DHBV prin Meliseptolrapid® la 20 °C in testul cantitativ virucid in suspensie;
Analiza cu ajutorul titrarii in punct final
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Inactivarea DHBYV prin Meliseotol rapid® la 20 °C in testul cantitativ virucid in suspensie;

Analiza conform Lycke
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Explicatia imaginilor:

Pentru imaginea 1:
Inactivarea DHBV in testul cantitativ virucid in suspensie cu urmdtoarea determinare a titrului virusului cu
ajutorul titrdrii in punct final:

in imaginea 1 este prezentatd reducerea virald (Meliseptol® rapid = linie rosie, respectiv
formaldehida = linie gri) in functie de timpul de expunere (in minute).

Solutia nediluata de Meliseptol ® rapid a inactivat virusul hepatitei B de la rata (ca virus surogat
pentru virusul uman de hepatita B) cu cel putin 4,3 trepte log zecimal deja dupa un timp de expunere de 15
secunde.

Formaldehida 0,7% concentratie a inactivat DHBV dupa 60 minute cu 3,8 trepte log zecimale.

Limita de determinare pentru sistemul de testare (reprezentat prin linia verde) ofera posibilitatea
obtinerea unei reduceri a virusului de 4,3 trepte log zecimale.

Pentru imaginea 2:
Inactivarea DHBYV in testul cantitativ virucid in suspensie cu urmdtoarea determinare a titrului virusului cu
ajutorul metodei Lycke:

Reprezentarea are loc conform imaginii 1.

Solutia nediluata de Meliseptol ® rapid inactiveaza virusul hepatitei B de la ratd dupa un timp de
expunere de 30 secunde cu mai mult de 6,0 trepte log zecimale. Dupa 15 secunde inactivarea virusului era
de mai mult de 5,9 trepte log zecimal intr-o a doua efectuare a testului.

Conform Liniei directoare a BGA-(RKI)/DVV, eficacitatea minimad impusd de RF = 4 (linie verde
intreruptd) a fost cu siguranta atinsa, iar eficacitatea Meliseptol ® rapid in inactivarea virusului DHBV nu a
fost afectata de incarcarea ridicata cu proteine.
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B. Expertiza

Efectul virucid al dezinfectantului pentru maini Meliseptol ® rapid fata de virusul hepatitei B

Evaluarea rezultatelor:

n cazul dezinfectantului pentru maini pe bazé de alcool Meliseptol ® rapid trebuie demonstrata o eficacitate
fmpotriva virusului hepatitei B corespunzatoare Liniei directoare a EPA (Guidline of EPA:
http://www.epa.gov/oppad001/hbv.htm) . Aceasta implica o testare a produsului fatd de virusul hepatitei B
de la rata (DHBV).

Datorita timpilor scurti de expunere de 15, 30 si 60 secunde s-a putut reduce efectul cito-toxic al
dezinfectantului nediluat doar prin diluare extrema. Utilizarea tehnicii pentru evitarea cito-toxicitatii, cum ar
fi de ex. filtrarea prin sitd moleculara sau alte metode asemanatoare nu a fost posibild, deoarece aceste
proceduri necesita un timp de expunere mai indelungat fata de cel recomandat de producator. De aceea s-a
testat produsul nediluat cu aplicarea titrarii virale conform Lycke (Arch Ges Virusforsch (1957); 7:483-493). In
plus, s-au mai supus testarii dilutii suplimentare ale produsului (cf. Tabelul 1).

Dezinfectantul Meliseptol ® rapid nediluat a rezultat a fi eficace ca virucid la 20°C si un timp de expunere de
15 secunde fata de DHBV. O dependenta a eficacitatii virale fata de incarcarea proteicd nu a fost

demonstrata.

Dezinfectantul pentru maini pe baza de alcool Meliseptol ® rapid este virucid impotriva DHBV la 20°C si un
timp de expunere de 15 secunde, conform rezultatelor cercetarii prezentate.

Inactivarea atinsa in cadrul tuturor testelor a fost de peste 4 trepte log zecimale.

Declaratie de conformitate:

Dezinfectantul de maini pe baza de alcool

Meliseptol ® rapid nediluat

la 20°C si

15 secunde timp de expunere

este eficient ca virucid impotriva virusului hepatitei B.

Luckenwalde, 17.04.2006

Semnatura indescifrabila
PD dr. O. Thraenhart

(Nota trad.:urmeazd aceeasi expertizd si in limba englezd)
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Comentariu referitor la testarea dezinfectantului fatd de virusul hepatitei B

Conform datelor Organizatiei Mondiale pentru Sdnatate (WHO) existd la nivel international
aproximativ 350 milioane de oameni cu infectie cronica cu virusul hepatitei B (HBV). Chiar daca prevalenta
acestei maladii infectioase este mai ridicata Tn anumite parti ale lumii cum ar fi de xe. Africa, orientul
mijlociu, bazinul amazonian, respectiv in parti extinse ale Asiei — zone in care trdieste aproximativ 45% din
populatia lumii - si in Europa infectia cu HBV este in continuare o problema serioasa.

Cazurile de infectare nosocomiala au demonstrat ca, in special personalul medical, dar si pacientii
chiar si aici Tn tara sunt supusi unui risc de infectare peste medie. Infectarea are loc prin intermediul sangelui
infectat cu HBV respectiv secretii corporale. Datorita gradului mare de infectiozitate al virusului sunt de
ajuns mai putin de un nanolitru, deci o cantitate invizibilda de sange pentru a provoca infectarea; de fapt
ajunge o singura particuld de virus care sa ajunga in ficat. Astfel, riscul de infectare poate proveni de la
inocularea directa a sangelui contaminat, de pe urma unei raniri tip Tmpunsatura de ac, dar si de pe urma
unor suprafete care au intrat in contact cu pacientul si a unor instrumente, respectiv aparate insuficient
dezinfectate sau sterilizate.

Pentru impiedicarea unui transfer profilaxia infectiilor are o importanta deosebita. Actualmente in
majoritatea tarilor dezvoltate, sugarii si tinerii, precum si persoanele cu risc sunt vaccinati, totusi majoritatea
copiilor si adultilor sunt sensibili la infectie. Tn acest caz poate avea rezultate doar o igiena profilactics
aplicata consecvent. Dezinfectarea are in continuare o importanta deosebita.

Dezinfectantii cu un efect antiviral impotriva HBV au nevoie de o verificare intr-un sistem de testare

corespunzator. HBV-ul uman, pe langa oameni, mai poate infecta primatele umanoide. Nu s-a reusit pana in
prezent o inmultire a virusului in culturi celulare. De aceea nu este posibila masurarea directa a infectiozitatii
HBV. Procedeele surogat utilizate pana acum, care nu au masurat infectiozitatea ci (i) reducerea antigenitatii
a HBsAG 1n asa numitul test HBs-Antigen cu utilizarea de anticorpi care se gasesc in comert pentru
diagnosticarea infectiei HBV sau (ii) modificarea fizicd a particulei virale HBV (MADT; morphologic alteration
and desintegration test = testul de alterare si dezintegrare morfologica), sub forma aplicatd pana acum, nu
mai sunt considerate a fi suficiente, datorita cerintelor de securitate marite pentru testare. Grupul de lucru
virucide al Institutului Robert Koch (RKI) precum si comisiile de experti corespunzatoare ale DVV si DGHM au
recomandat intr-un Punct de vedere referitor la testare si declararea eficacitatii dezinfectantilor impotriva
virusilor, ca datele culese conform acestor metode sa nu mai fie utilizate ca argumente comerciale (Jurnalul
federal pentru sanatate (2004); 47:62-66).
O dezvoltare ulterioara a testului HBs-Antigen reprezinta utilizarea exclusiva a unor anticorpi mono-clonali,
care au fost in stare ca in testele pe culturi celulare sa impiedice o infectie )anticorpi neutralizanti). Si ADN-ul
HBV poate fi cercetat sub forma de structura tintd, pentru care masura integritatii ADN-ului HBV este data
de posibilitatea de amplificare intr-o cercetare PCR in timp real a unui genom integral. Distrugerea structurii
primare a ADN-ului viral reprezinta in acelasi timp distrugerea infectiozitatii, iar aceasta isi gaseste
exprimarea ca blocare a amplificarii in PCR.

Nu poate fi Tnsa exclus ca exista dezinfectanti cu efect asupra HBV care, datorita mecanismului de
eficienta nu au putut fi evaluati satisfacator cu acest procedeu de testare.

Din aceasta cauza sunt preferate metode care masoara inactivarea infectiozitatii. Dupa cum am
mentionat deja, actualmente nu exista pentru HBV sisteme de culturd care ar fi corespunzdtoare pentru
validarea dezinfectantilor. Situatia este alta in cazul virusului hepatitei B de la rata (duck hepatitis B virus;
DHBV) inmultit Tn cultura celulard, care apartine de asemenea ca si HBV familiei hapadnaviridaelor. Testul
pentru infectiozitate cu DHBV este recunoscut de Agentia americana de mediu EPA pentru SUA si de catre
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autoritatea sanitara din Australia ca sistem surogat pentru verificarea eficientei HBV a dezinfectantilor. Un
astfel de test (HBVV"-FTest® dezvoltat de noi din testul precursor australian utilizeaza tocmai acest DHBV ca
virus surogat.

Astfel ca in prezent exista un procedeu recunoscut si aplicabil, care este mentionat pozitiv in
recomandarea sus-numita a grupului de lucru virucide si care, dupa parerea noastra, in viitorul apropiat va fi
certificata si in Germania de catre autoritatea responsabila ca metoda de verificare a viruciditatii HBV Tn
cazul dezinfectantilor.
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Traducere din limba germana

- Anexa 2: Protocol de testare (date brute) —
Virusul DHBV

Experimente pentru inactivarea virusului

e VI1: studiu viruciditatii pentru Meliseptol® rapid, (Ch.-B.: 4123MO05) fatd de
expunere: t= 15, 30 si 60 s cu analiza prin intermediul titrarii in punct final

e V2: studiu viruciditatii pentru Meliseptol® rapid, (Ch.-B.: 4123M05) fatd de
expunere: t= 30 s cu analiza conform Lycke

e V3: studiu viruciditatii pentru Meliseptol® rapid, (Ch.-B.: 4123M05) fata de
expunere: t= 15, 30 si 60 s cu analiza prin intermediul titrarii in punct final

e V4: studiu viruciditatii pentru Meliseptol® rapid, (Ch.-B.: 4123M05) fatd de
expunere: t= 15 s cu analiza conform Lycke

Experimente de control
e 1nV3: formaldehida ca dezinfectant de referintd — eficacitatea impotriva DHBV

Eurovir

Hygiene — Institut
Im Biotechnologiepark
14943 Luckenwalde

DHBV;

DHBV;

DHBYV;

DHBV;

Timp de
Timp de
Timp de

Timp de



Dezinfectant de maini: Meliseptol® rapid
C. Braun Medical AG

Virus: DHBV (V/1) Temperatura: RT
Implementare: 10.02.06 Evaluare: 31.03.06

Preparat PDH: 08.02.06 + DHBV: 10.02.06 (d2)

Titrare virus: 1:4 Mediu: PDH (Celltrend GmbH)
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Nr.V1

Timp: 15, 30 si 60 sec
Celule: PDH

Fix: 08.03.06 (28.p.i.)
DHBV-antiser: Sa-3037

Metodologia de testare: test cantitativ virucid in suspensie (urmarind EN 14476) si a ¢(HBVV" — Ftest®
Amestec de testare: 1 parte ser de ratd DHBV pozitiv + 1 parte mediu de cultura celulara + 8 parti
dezinfectant 1x

Solutie dezinfectanta studiatd

Dezinfectant (DM) Dilutia produsului Concentratia finald n test
nediluat (100 %) 80 %
Meliseptol ® rapid 75 % 60 %
(Ch.-B.: 4123M05) 50 % 40 %
Componenta probelor (1+1+8; volum final 150 pl)
Nr. proba 1 2 3 4 5 6
Set testare Inactivarea virusului
Timp expunere 15 sec
Dilutie produs nediluat 75% 50%
DHBV(rata) 15 ul 15 pl 15 pl 15 pl 15 pl 15 ul
Mediu 15 ul 15 pl 15 ul 15 pl 15 pl 15 ul
DM? 120 pl 120 pl 120 pl 120 pl 120 pl 120 pl
1 = dilutie corespunzatoare a produsului (nediluat, respectiv 75% sau 50%)
Nr. proba 7 8 9 10 11 12
Set testare Inactivarea virusului
Timp expunere 30 sec
Dilutie produs nediluat 75% 50%
DHBV(rata) 15 ul 15 pl 15 ul 15 ul 15 ul 15 ul
Mediu 15 ul 15 pl 15 pl 15 ul 15 pl 15 pl
DM 120 pl 120 pl 120 pl 120 pl 120 pl 120 pl




Traducere din limba germana
Eurovir

Hygiene — Institut

Im Biotechnologiepark

14943 Luckenwalde

Nr. proba 13 14 15 16 17 18
Set testare Inactivarea virusului
Timp expunere 60 sec
Dilutie produs nediluat 75% 50%
DHBV(rata) 15 pl 15 pl 15 ul 15 pl 15 ul 15 pl
Mediu 15 pl 15 pl 15 pl 15 ul 15 ul 15 ul
DM 120 pl 120 pl 120 pl 120 pl 120 pl 120 pl
Nr. proba 19 20 21 22 23 24 25
Set testare Toxicitate Control al virusului (cantitate initial& virus)
Timp expunere 15 sec 60 sec
Dilutie produs nediluat 75% 50% fara
DHBV(rata) 15 ul 15 ul 15 ul 15 ul
FKS 15 ul 15 ul 15 ul
Mediu 15 i 15 ul 15 ul 15 ul 15 i 15 i 15 i
DM 120 pl 120 pul 120 pul
a. bidest 120 pl 120 pul 120 pl 120 pl
Pentru titrarea pe PDH

e Dilutia virusului: 125 pl din setul de reactie + 25 pl nediu PDH au fost adaugati la 450 pl mediu PDH
(corespunzator dilutiei 1) si amestecat intens

e din acesta se preleveaza 150 pl si se adauga la 450 pl mediu PDH (dilutia 2)

e caurmare a fost introdusa o serie de diluari cu VF =4

e fiecare etapa de diluare a fost complet (450 pl) transferata intr-o depresie a unei placi 12-cuve cu
PDH confluente (cu 3550 pl mediu). Volumul final a fost de 4000 pl per cuva



Titrare virus (factor de dilutie: 4x [lg 0,6]) precum si calculele reducerii virusului
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Nr. proba

Timp expunere

15 sec

Dilutie produs

nediluat

75%

50%

1/-0,6

tox

tox

tox

tox

tox tox

2/-1,2

tox

tox

tox

tox

mV (17) tox

3/-1,8

neg.

neg.

neg.

neg.

4 neg.

4/-2,4

neg.

5/-3,0

6/-3,6

7/-4,2

8/-4,8

9/-54

10/-6,0

11/-6,6

Control celular

neg.

neg.

neg.

neg.

neg. neg.

Titru/Volum
testare (log IDso)

<1,8

<1,8

<1,8

<1,8

2,43 <1,8

Reductie?

>4,37

>4,37

>4,37

>4,37

3,74 >4,37

1 = tox respectiv mV = celule care datorita cito-toxicitatii dezinfectantului au murit respectiv s-au modificat morfologic
vizibil. De aceea acesta dilutie nu a fost utilizata pentru determinarea reducerii virusului.

2 = nedeterminabila nici o fluorescenta specifica DHBV
3 =reducere virus: valoare de control a virusului minus titrul virusului din probe (in Ig)

Nr. proba

7

8

9

10

11 12

Timp expunere

30 sec

Dilutie produs

nediluat

75%

50%

1/-0,6

tox

tox

tox

tox

tox tox

2/-1,2

tox

tox

tox

tox

tox tox

3/-1,8

neg.

neg.

neg.

neg.

neg. neg.

4/-2,4

5/-3,0

6/-3,6

7/-4,2

8/-4,8

9/-5,4

10/-6,0

Control celular

neg.

neg.

neg.

neg.

neg. neg.

Titru/volum testat
(log 1Ds0)

<1,8

<1,8

<1,8

<1,8

<1,8 <1,8

Reducere

>4,37

>4,37

>4,37

>4,37

>4,37 >4,37
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Nr. proba 13 14 15 16 17 18
Timp expunere 60 sec
Dilutie produs nediluat 75% 50%
1/-0,6 tox tox tox tox tox tox
2/-1,2 tox tox tox tox tox tox
3/-1,8 neg. neg. neg. neg. neg. neg.
4/-2,4
5/-3,0
6/-3,6
7/-4,2
8/-4,8
9/-54
10/-6,0
11/-6,6
Control celular neg. neg. neg. neg. neg. neg.
Titru/volum testat <1,8 <1,8 <1,8 <1,8 <1,8 <1,8
(log 1Ds0)
Reducere >4,37 >4,37 >4,37 >4,37 >4,37 >4,37
Nr. proba 19 20 21 22 23 24 25
Timp expunere 15 sec 60 sec
Dilutie produs nediluat 75% 50% fara
1/-0,6 tox tox tox >50 4 >50 >50 >50
2/-1,2 tox tox tox >50 >50 >50 >50
3/-1,8 nesemnific | nesemnific | nesemnific >50 >50 >50 >50
4/-2,4 >50 >50 >50 >50
5/-3,0 >50 >50 >50 >50
6/-3,6 >50 >50 >50 >50
7/-4,2 >50 >50 >50 >50
8/-4,8 35 14 28 16
9/-54 5 11 2 2
10/-6,0 neg. neg. neg. neg.
11/-6,6
Control celular neg. neg. neg. neg. neg. neg. neg.
Titru/volum testat 1,2 1,2 1,2 6,34 5,95 6,25 6,0
(log 1Ds0)
Titru DHBV @=6,17
/Volum testat
4 = numédr incinte DHBV-pozitiv; nenumarate = incintele se intrepdtrund respectiv nr concret nu mai poate fi

determinat

5 = fara efect morfologic vizibil datorat cito-toxicitatii dezinfectantului
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Dezinfectant de maini: Meliseptol® rapid; Test conform Lycke

B.Braun Medical AG

Virus: DHBV (V/1)
Implementare: 10.02.06
Preparat PDH: 08.02.06
Titrare virus: 1:4

Nr.V 2
Temperatura: RT Timp: 30 sec
Evaluare: 31.03.06 Celule: PDH
+ DHBV: 10.02.06 (d2) Fix: 08.03.06 (28.p.i.)
Mediu: PDH (Celltrend GmbH) DHBV-antiser: Sa-3037

Metodologia de testare: test cantitativ virucid in suspensie (urmarind EN 14476) si a gHBV"" — Ftest®
Amestec de testare: 1 parte ser de rata DHBV pozitiv + 1 parte mediu de cultura celulara + 8 parti

dezinfectant 1x

Titrare virus si analiza: conform Lycke si altii., Arch Ges Virusforsch (1957); 7:483 — 493

Solutie dezinfectanta studiatd

Dezinfectant

Dilutia produsului

Concentratia finala in test Dilutia urmétoare !

Meliseptol® rapid
(Ch.-B.: 4123M05)

nediluat (100%)

80% 1:768

1= diluare pentru distribuirea pe unitatile de culturi celulare pentru reducerea cito-toxicitatii

Probe testare:

e 15l ser de rata cu continut de DHBV + 15 uL mediu + 120 pL dezinfectant nediluat

e  Farad curatarea probei

e Reducerea toxicitatii prin diluarea a 125 pl din proba in 96 mL mediu (corespunzatoare cu o dilutie de 1:768)

e Distribuirea intregii probe diluate cu 2000 ul mediu/well pe 48 (4 x 12) unitati de cultura celulara (

Probe control:

e Control de receptivitate = proba analoga la fel ca la inactivarea virusului (1+1+8; EV = 150 pl) totusi cu FKS in

loc de ser de rata cu continut de DHBV, distribuit in cantitati egale si diluat (1:768).

e VK (control virusi) pentru controlul receptivitdtii = 1:4 serie de dilutii din ser de ratad cu continut de DHBV.

Efectuarea controlului receptivitatii

e Lainceputul testului celulele sunt Tn 2000 pl mediu. Din care se iau 450 pl. Per cuva sunt distribuiti 2000 ul din

solutia respectiva de dezinfectant. La final se adauga per cuva 450 pl dintr-o serie de dilutie a virusului (de ex

controlul virusului etc),Volumul fimal a fost din nou 4000 pl/well

e 200 ul ser de rata cu DHBV + 200 pl mediu + 1600 ul A. bidest, introduse si amestecate. Din acestea au fost

extrase 1800 ul si 5400 de mediu si 200 pl mediu (corespunzatoare la 1:4 dilutie). S-a efectuat o serie de dilutii

care la final au fost distribuite pe placa de test dupa dilutia de 450 pl pentru fiecare etapa. Astfel a fost

distribuita aceeasi cantitate de virusi atat pe celulele netratate cat si pe cele tratate cu dezinfectant. O

comparatie a titrarilor permite o evaluare a receptivitatii la virus.
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Componenta probelor:
Nr. proba 1 2a 2b 2c 2d 3a 3b 4a 4b
Set testare Inactivare virus VK (pentru 1) Control recept | VK (pentru 3)
Timp expunere 30 sec 30 sec 30 sec
DHBV (ser rata) 15 pl 15ul | 15ul | 15ul | 15l 15ulx4
Mediu 15 ul 15ul | 15ul | 15ul | 15l 15ulx4
Meliseptol 120 pl
A. bidest 120 pl| 120 plf 120ul| 120 ul 120 ul x4
Rezultat:
Partea 1: controluri
Probe Nr. 2a 2b 2c 2d 3a 3b 4a 4b
Se testare Control virus (pentru 1) Control recepriv VK (pentru 3)
+ DM fara - + +
1/-0,6 >504 >50 >50 >50 >50 >50 >50 >50
2/-1,2 >50 >50 >50 >50 >50 >50 >50 >50
3/-1,8 >50 >50 >50 >50 >50 >50 >50 >50
4/-2,4 >50 >50 >50 >50 >50 >50 >50 >50
5/-3,0 >50 >50 >50 >50 >50 >50 >50 >50
6/-3,6 >50 >50 >50 >50 >50 >50 >50 >50
7/-4,2 >50 >50 >50 >50 >50 >50 >50 >50
8/-4,8 35 14 28 16 26 17 49 47
9/-5,4 5 11 2 2 4 13 3 3
10/-6,0 neg. neg. neg. neg. neg neg neg neg
11/-6,6
Control celule neg. neg. neg. neg. neg neg neg neg
Titru/volum testat| 6,34 5,95 6,25 6,0 6,21 6,03 6,49 6,47
(Ig 1Dso)
Valoare medie ?=6,10 @=6,13 ?=6,48
A valoare titru* - - 0,35
Receptivitate - - da

* = valoare titru a probelor de control (virus) netratate minus valoarea titrului controlului receptivitatii
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Partea 2: inactivarea virusului
Calcularea titrului virusului (conform Lycke; Arch Ges Virusforsch (1957); 7:483-493):
-1Dso = [1,4 x In (1-p)]

Cu p = raportul cuvelor pozitive la virus la totalitatea cuvelor

e Proba 1 (distribuite: 96 mL); incarcare: 10% ser de rata / timp de expunere =30s

Nr. Well 1 2 3 4 5 6 7 8 9 10 11 12

Placa 1 neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg.

Placa 2 neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg.

Placa 3 neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg.

Placa 4 neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg.
Suma 1-4 0 0 0 0 0 0 0 0 0 0 0 0
Suma total 0/48

e Proba 1: (pe bazd de calcul) 1 din 48 de unitati este virus-pozitivda > p = 1/48 =0,02)
- Dso = [1,4 x In (1-0,02)]; rezulta cu In (0,98) = - IDso = 1,4 x — 0,02
- IDso = -0,028 respectiv IDso = 0,028 - d.h. referitoare la unitdtile singulare de culturi celulare (respectiv 2000
ul) la finalul timpului de expunere mai erau 0,03 IDso.
Daca se inmulteste aceasta valoare cu numarul unitatilor de cultura celulara (= 48), va rezulta cantitatea totala
de virus rezidual: 0,03 IDso x 48 = 1,34 IDso. Rezulta: Ig IDso = 0,13 astfel ca cantitatea de virus rezidual in
volumul total este astfel de Ig IDs0< 0,13
e Cantitatea utilizata de virus (proba 2 = proba control virus):
cu lg 6,17 in setul de testare de 125 pl urmeaza:
cantitatea initiala de virusi in volumul total a fost de Ig 6,1
e Reducerea virusului: cantitatea initialda de virus lg 6,17
minus cantitatea de virus rezidual 1g 0,13
rezultd reducerea de virus RF > 6,04
e (Ceea ce inseamna ca Intreaga cantitate de DHBV din proba a fost inactivata complet. Acest enunt intareste

rezultatul titrarii cuantice in punct final. Desi s-au demonstrat mai mult de 4,3 trepte log zecimal de inactivare,
din cauza cito-toxicitatii ridicate a produsului nu s-a putut demonstra daca intreaga cantitate de virusi a fost
inactivatad de citre dezinfectant. Testul a demonstrat acest fapt. in special pentru dezinfectarea mainilor ar

trebui demonstrata o inactivare completa a virusului. Dupa cum demonstreaza si rezultatul prezentat, aceasta

a avut valoarea de peste 5,9 trepte log zecimal.



Dezinfectant de maini: Meliseptol® rapid;

B.Braun Medical AG

Virus: DHBV (V/1)
Implementare: 24.02.06
Preparat PDH: 22.02.06
Titrare virus: 1:4

Temperatura: RT
Evaluare: 05.04.06
+ DHBV: 24.02.06
Mediu: PDH (Celltrend GmbH)
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Nr.V3

Timp: 15, 30 si 60 sec
Celule: PDH

Fix: 20.03.06 (24.p.i.)
DHBV-antiser: Sa-3037

Metodologia de testare: test cantitativ virucid in suspensie (urméarind EN 14476) si a gHBV"" — Ftest®
Amestec de testare: 1 parte ser de ratd DHBV pozitiv + 1 parte mediu de cultura celulara + 8 parti solutie

dezinfectant 1x

Solutie dezinfectanta studiata

Dezinfectant (DM)

Dilutia produsului

Concentratia finala Tn test

Meliseptol ® rapid nediluat (100 %) 80 %
(Ch.-B.: 4123MO05) 75 % 60 %
Componenta probelor (1+1+8; volum final 150 pl)
Nr. proba 1 2 3 4
Set probe Inactivare virus
Timp expunere 15 sec
Dilutie produs nediluat 75%
DHBV(rata) 15 ul 15 pl 15 pl 15 ul
Mediu 15 ul 15 pl 15 pl 15 ul
DM ! 120 pl 120 pl 120 pl 120 pul
1 = dilutie corespunzatoare a produsului (nediluat, respectiv 75 sau 50%)
Nr. proba 5 6 7 8
Set testare Inactivare virus
Timp expunere 30 sec
Dilutie produs nediluat 75%
DHBV(ratd) 15 pl 15 ul 15 pl 15 pl
Mediu 15 pl 15 ul 15 pl 15 ul
DM 120 120 pl 120 pl 120 pl
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Nr. proba 9 10 11 12
Set testare Inactivare virus
Timp expunere 60 sec
Dilutie produs nediluat 75
Suspensie virala 15 pl 15 ul 15 ul 15 ul
Mediu 15 pl 15 ul 15 ul 15 ul
DM 120 pl 120 pl 120 pl 120 pl
Nr. probe 13 14 15 16 17 18
Set test Toxicitate Probe control virus (cantitate initialad virus)
Timp expunere 15 sec 60 sec
Dilutie product. nediluat 75% fara
DHBV(rat3) 15 pl 15 pl 15 pl 15 pl
FKS 15 pl 15 pl
Mediu 15 ul 15 pl 15 pl 15 pl 15 pl 15 pl
DM 120 ul 120 pl
a. bidest 120 pl 120 pl 120 pl 120 pl
Nr. probe 19 20 21 22 23 24
Set testare Proba control formaldehida Toxicitate Fo.-VK
formaldehida
Timp expunere 5 min. 15 min. 30 min. 60 min. 60 min. 60 min.
DHBYV (rata) 15 pl 15 ul 15 pl 15 pl 15 pl
FKS 15 ul
a. bidest 60 pl 60 pl 60 pl 60 pl 60 pl 60 pl
1,4 % Form. 75 ul 75 ul 75 ul 75 ul 75 ul
Tampon fosfati 75 ul
Filtrare prin gel 2x 2x 2x 2x 2 X 2 X
Titrare pe PDH

o  Dilutie virusi: 125 pl a setului de reactie + 25 pl mediu PDH au fost addugate la 450 pl mediu PDH
(corespunzator dilutiei 1) si amestecate intens

e Din care 150 pl au fost addugate la 450 pul mediu PDH (dilutia 2)

e sis-acontinuat o serie de dilutii cu VF =4

o fiecare treapta de dilutie a fost transferata complet (450 pl) intr-o cuva a unei placi de 12-well cu PDH
confluente (cu mediu 3550 pl). Volumul final a fost de 4000 pl per well

e latestul de control cu formaldehida s-a adaugat 450 pl la 1550 pl mediu. Volumul final a fost de 2000 pl pe

well.



Rezultat: Titrarea virusului (factor de dilutie: 4x [Ig 0,6]) precum si calculul reducerii virusului
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Nr. proba

1

2

3

4

5

6

7

Timp expunere

15

sec

30 sec

Dilutie produs

nediluat

75%

nediluat

75%

1/-0,6

tox?

tox

tox

tox

tox

tox

tox

tox

2/-1,2

tox

tox

tox

tox

tox

tox

tox

tox

3/-1,8

neg.’?

neg.

neg.

neg.

neg.

neg.

neg.

neg.

47-2,4

5/-3,0

6/-3,6

7742

8/-4,8

9/54

10/-6,0

Control celular

neg.

neg.

neg.

neg.

neg.

neg.

neg.

neg.

Titru/volum
testat (log IDso)

<1,8

<1,8

<1,8

<1,8

<1,8

<1,8

<1,8

<18

Reducere®

>4,3

>4,3

>4,3

>4,3

>4,3

>4,3

>4,3

>4,3

' = tox respectiv mV = celule care au murit respectiv s-au modificat morfologic vizibil datorita cito-toxicitatii dezinfectantului. Din
aceasta cauza aceasta dilutie nu a fost utilizata pentru determinarea reducerii virale.
2 = nu s-a putut dovedi o fluorescent3 specificd DHBV
3 = reducere virald: valoare de control virald minus titrul viral din prob4 (in Ig)

Nr. proba 9 10 11 12 15 16 17 18
Timp expunere 60 sec Test control virus; 60 sec
Dilutie produs nediluat 75% fara
1/-0,6 tox tox tox tox >50 >50 >50 >50
2/-1,2 tox tox tox tox >50 >50 >50 >50
3/-1,8 neg. neg. neg. neg. >50 >50 >50 >50
4/-2,4 >50 >50 >50 >50
5/-3,0 >50 >50 >50 >50
6/-3,6 >50 >50 >50 >50
7/-4,2 49 >50 >50 >50
8/-4,8 19 24 22 16
9/-5,4 neg. neg. neg. neg.
10/-6,0
11/-6,6
Control celular neg. neg. neg. neg. neg. neg. neg. neg.
Titru/volum testat <1,8 <1,8 <1,8 <1,8 6,08 6,18 6,14 6,0
(log 1Ds0)
Reducere >4,3 >4,3 >4,3 >4,3 ?=6,10
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Nr. proba 19 20 21 22 23 24 13 14
Set testare Control cu formaldehida Fo-tox. Fo-VK Control toxicitate
Timp expunere 5 Min. 15 Min. 30 Min. 60 Min. 60 Min. 60 Min. 60s 60s

1/-0,6 >50 4 >50 >50 18 nesemnif® >50 tox tox
2/-1,2 >50 >50 >50 3 nesemnif >50 tox tox
3/-1,8 >50 >50 18 neg. >50 nesemnif | nesemnif
4/-2,4 >50 45 7 >50
5/-3,0 >50 3 neg. >50
6/-3,6 8 neg. >50
7/-4,2 3 31
8/-4,8 1 3
9/-5,4 neg. neg.
10/-6,0
11/-6,6
Control celular neg. neg. neg. neg. neg. neg. neg. neg.
Titru/volum testat| 4,68 4,05 3,05 1,86 <0,6 5,69 1,2 1,2
(log 1Dso)
Reducere 1,01 1,64 2,64 3,83 - - - -

= numadr de incinte DHBV-pozitive; nenumarate = incintele se intrepatrund respectiv numarul concret nu mai e determinabil
3 = fara efect vizibil asupra morfologiei datorat cito-toxicitatii dezinfectantului
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Dezinfectant de maini: Meliseptol® rapid; Test conform Lycke

B.Braun Medical AG Nr.V4
Virus: DHBV (V/1) Temperatura: RT Timp: 15 sec
Implementare: 24.02.06 Evaluare: 05.04.06 Celule: PDH

Preparat PDH: 22.02.06 + DHBV: 24.02.06 Fix: 20.03.06 (24.p.i.)
Titrare virus: 1:4 Mediu: PDH (Celltrend GmbH) DHBV-antiser: Sa-3037

Metodologia de testare: test cantitativ virucid in suspensie (urméarind EN 14476) si a gHBV"" — Ftest®
Amestec de testare: 1 parte ser de ratd DHBV pozitiv + 1 parte mediu de cultura celulara + 8 parti solutie
dezinfectanta 1x

Titrare virus si analiza: conform Lycke si altii., Arch Ges Virusforsch (1957); 7:483 — 493

Solutie dezinfectanta studiata

(Ch.-B.: 4123MO05)

Dezinfectant Dilutie produs Concentratia final3, in Urmatoarea dilutie?
Test
Meliseptol® rapid nediluat (100 %) 80% 1:768

1 = dilutie pentru transferarea pe unitatile de culturi celulare pentru reducerea cito-toxicitatii

Set probe testate:

15 ulL ser de rata cu DHBV + 15 pL mediu + 120 pL dezinfectant nediluat

fara curatarea probelor

reducerea cito-toxicitatii prin diluarea a 125 pl a probei zilnice in 96 mL mediu (corespunzator unei dilutii de
1:768)

transferarea intregii probe diluate cu 2000 pl/Well pe 48 (4 x 12) unitati de culturi celulare (celule fiecare cu
2000 pl mediu/well [total de 4000 pl/well]).

Probe de control:

controlul receptivitdtii = probe analoge cu cele pentru inactivarea virala (1+1+8; EV = 150ul) dar cu FKS in loc
de ser de rata cu DHBV, distribuit in cantitati si dilutii egale (1:768).
VK (control viral) pentru controlul receptivitdtii = 1:4 serie de dilutii ale serului de rata cu DHBV.

Efectuarea controlului receptivitatii

La Tnceputul testului, celulele se afld in 2000 pl mediu. Din care s-au luat 450 pl. Per cuva (well) s-au introdus
cate 2000 ul din respectiva dilutie a dezinfectantului. Dupa care per cuva s-au adaugat 450 pl dintr-o serie de
dilutii virale (ca si control viral; vezi mai jos). Astfel, volumul final a fost din nou 4000 pl/well.

200 pl ser de rata cu DHBV + 200 pl mediu + 1600 pl A. bidest, amestecate impreuna. Din care au fost prelevati
1800 pl si adaugati la 5400 ul mediu (corespunde unei dilutii de 1:4). Astfel a fost produsa o serie de dilutii
care, la final a fost distribuita pe placa de testare in paralel cu cate 450 pl per treapta de diluare. Astfel a fost
distribuita aceeasi cantitate de virusi atat pe celulele netratate cat si pe cele tratate cu dilutia de dezinfectant.
Comparatia intre rezultatele titrarilor a permis evaluarea receptivitatii la virus.
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Cumularea probelor:
Nr. proba 1 2a 2b 2c 2d 3a3b 4a 4b
Set testare Inactivarea virala VK (contr vir) (pentru 1) Contr recept VK (pentru 3)
Timp expunere 15 sec 15 sec 15 sec
DHBV (ser rata) 15 pl 15ul | 15l | 15l | 15l 15ulx4
Mediu 15 pl 15ul | 15l | 15l | 15l 15ulx4
Meliseptol 120 pl
A. bidest 120 pl| 120 plf 120 plf 120 pl 120 pl x4
Rezultat:
Partea 1: controale
Nr. proba 2a 2b 2c 2d 3a 3b 4a 4b
Set testat Control viral (pentru 1) Contr receptivitate. VK (zu 3)

+ DM fara - - + +
1/-0,6 >50 >50 >50 >50 >50 >50 >50 >50
2/-1,2 >50 >50 >50 >50 >50 >50 >50 >50
3/-1,8 >50 >50 >50 >50 >50 >50 >50 >50
4/-2,4 >50 >50 >50 >50 >50 >50 >50 >50
5/-3,0 >50 >50 >50 >50 >50 >50 >50 >50
6/-3,6 >50 >50 >50 >50 >50 >50 >50 >50
7/-4,2 49 >50 >50 >50 >50 >50 >50 >50
8/-4,8 19 24 22 16 12 11 31 32
9/-5,4 neg. neg. neg. neg. 5 2 neg 1
10/-6,0 neg neg neg
11/-6,6

Control celular neg. neg. neg. neg. neg neg neg neg
Titru/volum testat 6,08 6,18 6,14 6,0 6,10 5,70 6,29 5,4
(Ig 1Dso)
Valoare medie ?=6,10 @ =5,94 @ =5,84
A Valoare titru* - 0,1
Receptiv - - da

* = valoare medie a titrului probelor de control (virale) netratate minus valoarea titrului probelor pentru controlul receptivitatii



Partea 2: Inactivarea virusului

Calcularea titrului viral (conform Lycke; Arch Ges Virusforsch (1957); 7:483 — 493)

-IDso=[1,4 x In (1-p)]

cu p = raportul dintre cuvele (well) virus-pozitive si cifra totald a cuvelor.

e Proba 1 (distribuit: 96 ml); incarcare: 10% ser rata / timp de expunere = 15 s
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Well-Nr. 1 2 3 4 5 6 7 8 9 10 11 12
Placa 1 neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg.| neg.
Placa 2 neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg.
Placa 3 neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg.| neg.
Placa 4 neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg. | neg.

Suma 1-4 0 0 0 0 0 0 0 0 0 0 0 0
Suma totala 0/48

Proba 1: (prin calcul) 1 din 49 unitati sunt virus-pozitive - p = 1/48 = 0,02)

- 1Dso = [1,4 x In(1-0,02)]; rezulta cu In(0,98) = - IDso = 1,4 x -0,02

- IDso = -0,028 respectiv IDso = 0,028 - ceea ce inseamna ca referitor la unitatea singulara de cultura celulara
(respectiv corespunzator cu 2000 ul) la finalul timpului de expunere se mai regdseau 0,03 IDso. Daca se
inmulteste aceasta valoare cu numarul de unitati de cultura celulara (=48), rezultand astfel cantitatea totala de
virus rezidual: 0,03 IDso x 48 = 1,34 IDso. Rezulta astfel: Ig IDso = 0,13 si astfel cantitatea de virus rezidual din
volumul total este Ig IDso< 0,13

Cantitatea de virus utilizatd (proba 2 = controlul virusului):
cu lg 6,1 in setul de testare de 125 pl urmeaza:
cantitatea de virus initiala in volumul total a fost de Ig 6,1

Reducerea virusului: cantitatea initiala de virus lg 6,1
minus cantitatea de virus rezidual lg0,13
rezulta reducerea virusului RF > 5,97

Ceea ce Inseamna ca tot DHBYV din setul de testare a fost complet inactivat. Acest enunt intareste rezultatul
titrarii cuantice in punct final. Desi s-au demonstrat mai mult de 4,3 trepte log zecimal de inactivare, din cauza
cito-toxicitatii ridicate a produsului nu s-a putut demonstra daca intreaga cantitate de virusi a fost inactivata
de citre dezinfectant. Testul a demonstrat acest fapt. In special pentru dezinfectarea méinilor ar trebui
demonstrata o inactivare completa a virusului. Dupa cum demonstreaza si rezultatul prezentat, aceasta a avut
valoarea de peste 5,9 trepte log zecimal.
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STATEMENT

Freitag, 20. November 2009

Dear Madam, dear Sirs,

in the year 2000 we have evaluated the virucidal activity of the disinfectant Meliseptol® rapid
against Poliovirus as well as against Human immunodeficiency virus (HIV).

With this examination a virucidal activity of Meliseptol® rapid against Poliovirus as well as
against HIV was shown with the used quantitative carrier test (¢f. test report from the 18" of June
2000).

With respect to the test methodology which was used in 2000 we confirm that the testing of this
product would be performed with the same methodology, the quantitative carrier test, today.
Since 2000 no applicable national or international guideline or norm was set into force until
today from which a divergent test protocol is stipulated.

With this background we do confirm that the test results on the virucidal efficacy of the product
Meliseptol® rapid are still valid as described in the test report from 18" of June 2000.

Yours sincerely

ad fw =/

- Dr. Ch. Jursch -
(Representative Director of Eurovir)

Haupt-Ewrovir-AKktivitiiten:

Serologische Untersuchung der Tollwutimmunitit als EU zertifiziertes Labor im grenziberschreitenden
weltweiten Reiseverkehr von Tieren

Virologische Validierung von Desinfektionsmitteln. anderen Produkien und Verfahren zur Wirksamkeit,
Virussicherheit. Sterilisation, Therapie, lmptung zur Vorbeugung von Virusinfektionen. F&LE, Beratung
Beratung in human- und veterindrmedizimischen Fragen zur Tollwut. Tollwut-Exposition nach Biss,

Follwutserologie beim Menschen
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Virucidal activity of the surface disinfectant spray
wMeliseptol rapid*“
against
1. Human Immunodefiency Virus (HIV) and
2. Poliovirus

examined under surface disinfection conditions

by
PD Dr. O. Thraenhart

Study time: March - July 2000
Manufacturer: B. Braun Medical AG
Seesatz

CH-6203 Sempach-Station, Switzerland

Haupt-Eurovir-Aktivitiiten:

Serologische Untersuchung der Tollwutimmunitét als EU zertifiziertes Labor im
grenziiberschreitenden weltweiten Reiseverkehr von Tieren.

Virologische Validierung von Desinfektionsmitteln,anderen_Produkten und Verfahren zur Wirksamkeit
Virussicherheit, Sterilisation, Therapie, Impfung zur Vorbeugung von Virusinfektionen. F&E, Beratung
Beratung in human- und veterindrmedizinischen Fragen zur Tollwut, Tollwut-Exposition nach Bif.
Tollwutserologie beim Menschen.
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Disinfectant and identification of the product sample

Manufacturer:

Product(s) tested:

B. Braun Medical AG
Seesatz
CH-6203 Sempach-Station, Switzerland

Meliseptol rapid

Ingredients: (per 100 g; according to manufacturer)

1-Propanole 50g
Didecyl dimethyl ammoniumchloride 0,075 g

Experimental conditions

Guidelines & Norms:

Virus carrier:

Product concentration:
Test temperature:
Exposure time:

Protein load(s):

1*" Test virus:
Cells:
2" Test virus:

Cells:

Test results:

Recommendation
for usage:

Quantitative virucidal suspension test following the DVV/RKI- Guideline
and the EN 14476. Quantitative carrier test following the RKI-Guideline
and the DGHM-Guideline for bactericidal testing of surface disinfectants

frosted glass 1,6 cm x 6,0 cm (9,6 cm?)

100% (undiluted)

20°C

30 and 60 seconds (HIV) or 1 to 10 minutes (Poliovirus)

a) without protein load (4. bidest) or b) 10% foetal calf serum (FCS ) or ¢)
0,3 g/L bovine serum albumine (BSA) or d) 3,0 g/LL BSA

HIV, type 2, virus titer: 5,8 Ig IDso/mL

Molt 4/8 (human T-lymphocytes)

Poliovirus, type 1 (LSc-2ab), virus titer: 9,25 1g IDso/mL
FL 181

100% Meliseptol rapid was virucidal active against H/V and Poliovirus
when tested within the surface disinfection test. According to CEN Polio-
virus was used as a model virus for the Enteroviruses as well as HIV.

against HIV, dried on surfaces: application for at least 30 sec.

1

the present report was translated into English language from its German original report at 03.06.2009

Virucidal activity of Meliseptol rapid against HIV and Poliovirus - experts report 18.07.2000 - page 2/19
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Methodology

Virus propagation:

HIV was propagated using Molt 4/8 cells (human T-lymphocytes) with RPMI medium +
10% foetal calf serum (FCS). A virus concentration step was not performed. Titration of input
virus was carried out with HIV-negative Molt 4/8 cells.

Poliovirus was propagated using FL cells with DMEM medium + 10% FCS. After the
cytopathic effect of the virus became visible cell cultures were frezzed/thawed three times. Cell
debris were separated by slow speed centrifugation. Any further virus concentration step was not
performed.

Quantitative virucidal suspension test - QST (HIV only):

All reagents were brought to 20°C. For the QST, 1 mL of protein load, 1 mL of virus
suspension and 8 mL of Meliseptol rapid were mixed and incubated for 30 or 60 sec. The corre-
spondent controls were performed using 8,0 mL of A. bidest instead of the disinfectant.

Afterwards the samples were immediately serially diluted 1:10 in ice-cold cell culture
medium. All samples were kept on ice until the correspondent dilution were transferred onto the
cell cultures (max. 5-10 min.).

Per dilution step 4 cell culture units (Molt 4/8) were inoculated (4 replicates). s were held
on 37°C and 5% CO, for 12-14 days and thereafter the CPE was read visually using a microscope.

Quantitative virucidal carrier test - QCT (HIV and Poliovirus):

A) Test virus suspension used in a liquid state (non dried)

With this approach the following situation should be covered: a virus containing liquid
was spilled onto a surface and immediately afterwards the disinfectant is spayed directly onto the
(liquid) contaminant.

Five exactly horizontal aligned carriers were contaminated each with 100 pL of the virus
suspension. The virus suspension was thoroughly distributed all over the hole surface (9,6 cm?)
using a pipette. This was done at room temperature and 40-60% humidity under the workbench.

Afterwards, 50 uL of Meliseptol rapid (or 50 uL A. bidest with the controls) were
brought onto each carrier. Again the liquid were thoroughly distributed all over the hole surface.
After the exposure was finished or with the end of the drying process the carriers were transferred
into a test tube containing 3 mL ice-cold medium w/o FCS, respectively (a dry state was assumed
when the surface of the carrier has changed into a milky-white colour) . For virus recovery all test tubes
were intensely agitated for 1 min. using a vortex.

Subsequently, the virus recovery fluid was analysed by quantal titration. Determination of
TCIDs, was carried out by the Spearman-Kdrber method (cf. EN 14476, annex B). Four cell
culture units (wells) of a microtiter plate were inoculated with 0,1 mL of each dilution step
(dilution factor: 10fold or less than 10). Incubation of the cell culture was performed according to
the appropriate virus/cell system. Thereafter, virus positive cell cultures were identified visually
by CPE using a microscope.

Virucidal activity of Meliseptol rapid against HIV and Poliovirus - experts report 18.07.2000 - page 3/19
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B) Test virus suspension used in a dried state

With this approach the following situation should be covered: a virus containing liquid
was spilled onto a surface. After the contaminant liquid was dried the disinfectant is spayed onto
the virus contaminanted surface.

Five exactly horizontal aligned carriers were contaminated each with 100 pL of the virus
suspension. The virus suspension was thoroughly distributed all over the hole surface (9,6 cm?)
using a pipette. Afterwards, the virus suspension was dried under the workbench at 25° C and
50% humidity. A dry state was assumed when the surface of the carrier has changed into a milky-
white colour. On average drying was complete within 23 min. (range: 17 - 31 min.).

Subsequently, 50 uL. of Meliseptol rapid (or 50 uL. A. bidest with the controls) were
brought onto each carrier and were thoroughly distributed all over the hole surface. After the
exposure was finished the carriers were transferred into a test tube containing 3 mL ice-cold
medium w/o FCS and all test tubes were intensely agitated for 1 min. for virus recovery using a
vortex.

For HIV the exposure of the virus against the disinfectant was carried out for 30 or 60 sec.
whereas for Poliovirus an exposure of 1 to 10 min. was performed.

Calculations:

The logarithmic virus titers was calculated by the method of Spearman and Kdrber. The
95% confidence intervals and their significance were calculated by using the BAYES analysis.

Test results

The product concentrations of 80, 60 and 40% (v/v) of the product Meliseptol rapid were
associated with a high level of cytotoxicity (cf. Tab 1). This high level of cytotoxicity could not
be decreased by gel filtration.

With the quantitative suspension test (QST) detection of virus inactivation was highly
influenced by cytotoxicity. In two QST experiments no residual H/V could be detected after 30
sec. Nevertheless, a sufficient virus reduction factor of RF > 4 could not be demonstrated because
the high product associated cytotoxicity masked virus inactivation. With a concentration of 40%
(v/v) cytotoxicity amounted to 2,3 1g TDso and even with the 20% (v/v) concentration a cytotoxic-
ity of 1,3 Ig TDso was recorded. Therefore, with an input virus titer of 5,5 lg IDso/mL the detect-
able virus reduction could only be estimated within a range of 1-2 Log (data not shown).

Therefore, we have focussed our efforts to the praxis simulation experiments with the
quantitative carrier test (QCT) using dried virus contamination. With this procedure (QCT) a
lower level of cytotoxicity could be expected because of methodological reasons. In Tab. 2 the
results of the QCT with HIV was shown. With a titer of the original virus suspension of 5,5 Ig
IDso/mL an amount of virus of 3,52 Ig IDs¢/cm? could be initially transferred onto each carrier
(100 pL virus suspension distributed on 9,6 cm? per carrier).

When the carriers were treated with 50 pL A. bidest. 3,04 1g IDs¢/19,2 cm? of virus could
be recovered from the carriers after 30 sec. and 2,05 1g IDs/19,2 cm? after 60 sec., respectively.
This was corresponding to 1,8 1g IDs¢/cm? after 30 sec. or 0,8 g IDso/cm? after 60 sec.

After the virus was exposed to Meliseptol rapid no residual virus could be detected. Virus
inactivation was estimated to 5 1g IDs after 30 sec. when the complete input virus of all analysed
carriers were taken into account.
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That means, that about 20 min. after a virus contamination was distributed and dried onto
a test surface and after Meliseptol rapid was sprayed with 52 mL/m? (corresponding to 2 spray
jets per square unit) onto this virus contamination a high inactivation of HIV could be assumed.
Under these conditions and after 30 sec. an amount of equal or less than 2 IDs, /10 cm? of residual
virus could be expected.

However, this virus reduction could not be shown explicitly because of the cytotoxicity of
the product for the cells of the cell culture. This was also true for the tested exposure time of 1
minute. Undiluted Meliseptol rapid has already destroyed the cells of the cell culture to a high
extent.

Because HIV is predominantly cell associated it could be assumed with a high probability
that no infectious virus will be left on the treated surfaces under real conditions. In particular, this
will become true when the exposure time will be prolonged under adverse conditions.

The virus reduction induced by Meliseptol rapid was about one Log higher than recorded
with the corresponding control experiment using water instead of the disinfectant. When
compared with water this difference is equivalent with a significantly better virus inactivation
induced by Meliseptol rapid. With figure 1 this relation is shown graphically. Figure 2 illustrates
that with Meliseptol rapid the virus titer was about 5 Log lower when compared to the untreated
input virus.

The virus inactivating activity of Meliseptol rapid has also become visible with Poliovirus
which was dried on the test surface (cf. Tab. 3 or Fig. 3). With an input amount of virus of 8,25 Ig
IDs0/9,6 cm? and with 50 uL of Meliseptol rapid which was added 24 min. after distribution of the
virus contamination and after drying has occurred during this time, Poliovirus was reduced by 2,5
lg IDs after 2 min. This virucidal activity was about 1 Log better then the corresponding virus
inactivation obtained with the water control (A. bidest; 1,3 1g IDso).

In an additional experiment (cf. Tab. 4) the inactivation of dried Poliovirus was examined
using either Meliseptol rapid or water with an exposure time of 1 to 10 minutes. In addition, it
was interesting what would happen to Poliovirus which have stayed in dry condition over
additional 10 min.

From Fig. 4 it was demonstrated that no significant inactivation of Poliovirus could be
recorded when the virus was moisturised again with water or kept in a dry condition, respectively.
This means that 10 min. after the initial virus was distributed onto the carrier a virus amount of
107 infectious units of virus were still present on the test surface. In addition, this figure shows
that with Meliseptol rapid (100%) Poliovirus was inactivated by 1,25 lg IDso within 1 min. and
about 2 1g IDsy (99%) within 2-6 min. After 10 min. inactivation of Poliovirus amounted to 2,9 Ig
IDs0 (99,8%).

In comparison to the control experiments with or without H,O these experiments demon-
strated that the inactivation of Poliovirus could be solely ascribed to the disinfectant Melisep-
tol rapid.

Poliovirus on one hand is a representative of the group of viruses associated with a high
tenacity (non-enveloped viruses) and was, therefore, selected as a standard test virus with the
DVV/RKI-Guideline as well as with the European norm EN 14476 for the QST, on the other hand
this virus is designated as a model virus for the inactivation of HIV.
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Discussion:

The disinfectant spray Meliseptol rapid was to be validated for its virucidal activity
against the human immunodeficiency virus (HIV).

In a first step this disinfectant was examined with the quantitative suspension test (QST).
This QST represents the first line test method for validating a virucidal activity. Surface disinfec-
tants, although intended for its use on surfaces, must be virucidal active under the conditions of a
virus suspension as well.

In a second step the virucidal activity of a disinfectant during the process of drying could
be tested. Under real conditions this procedure reflects the situation that a virus containing fluid
was spilled on a surface and the disinfectant is added to the contamination in liquid state. After-
wards, both components e.g. the disinfectant as well as the contamination, will dry progressively.
With these experiments the residual content of virus was determined after drying.

When the virus contamination has already dried before disinfection is performed the situa-
tion is different. These conditions could be tested with the third test system the so-called quantita-
tive carrier test (QCT).

To date, the amount of virus will be specified generally by virus per volume. We think
that an indication of virus per square unit (e.g. cm?) will be more informative, because the virus
load per (surface) square unit is the most important criterion of surface disinfection. With the
present study the virus load per square unit amounted to 4,52 g IDs¢/cm? for HIV and to 7,27 g
IDso/cm? for Poliovirus, respectively.

With the later experiments some different influences will acting on the virus particle. At
first the virus will be affected by the process of drying itself. Then, when the disinfectant will be
added to the virus film, some re-suspension of the virus will occur, at least partially. The disinfec-
tant will then react with both the dried virus and the re-suspended virus. In order to receive an
impression of these matters a so-called water control was performed where A. bidest was added to
the virus film instead of the disinfectant.

In order to simulate the conditions of the real application used in the medical field a
equivalent amount of disinfectant should be added to each carrier in our laboratory test. With the
present study we used 50 uL of disinfectant per 9,6 cm? which is corresponding to 52 mL of
liquid per m?. This volume is somewhat lower as specified with the guideline of the DGHM
which is 80 mL/m?.

We did not test whether the spray jet by itself would have a mechanical impact on the
virus. But even without a mechanical action we could not detect any HIV after the disinfectant
was applied. To our experience 5 spray jets of the tested disinfectant Meliseptol rapid by using its
original pump spray container were equivalent to a disinfectant volume of 2 mL. This is corre-
sponding to 0,4 mL per spray jet. With a distance of 20 cm of the original pump spray container
from the test surface and with an angle of 70 - 80° a elliptical to circular area with a diameter of
10 cm were bedewed. A single spray jet will moisture an area of 150 cm? with 0,4 mL which is
corresponding to 26 mL/m?. In the present study we have used an amount of disinfectant which is
equivalent to 2 spray jets per test area (50 pL per 9,6 cm? or 52 mL/m?).

In literature several authors reported on differences of HIV regarding its tenacity in a
liquid or a dried state (e.g. Hanson et al. BMJ (1989); 298:862-864). Therefore, it was of interest
to test Meliseptol rapid against HIV in both states.
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The tested product contained 1-propanole and didecyl methyl ammoniumchloride as the
virucidal active ingredients. Therefore, it was not ascertained that Meliseptol rapid will be viruci-
dal active against Poliovirus which is a member of the resistant virus family Picornaviridae. In
addition, a disinfectant could be applied as virucidal active against HIV, too when it is virucidal
active against Poliovirus. For that reason we have additionally tested Meliseptol rapid with the
quantitative carrier test for its virucidal activity against Poliovirus. Moreover, there is a high inter-
est in the medical field of application for a disinfectant which inactivates highly resistant viruses
such as Poliovirus.

With HIV the following results were obtained:

A. Quantitative suspension test

When tested with the quantitative suspension test Meliseptol rapid in 80% concentration
was virucidal active against HIV within 30 seconds. Because the product associated cytotoxicity
was very high a virus reduction factor of 4 Log could not be demonstrated.

B. Quantitative carrier test

When tested with the quantitative carrier test Meliseptol rapid was virucidal active against
HIV within 30 seconds. The test virus HIV which was dried onto the surface of the carriers was
inactivated to below detection limit. Compared to the amount of input virus (before drying) the
total virus inactivation was estimated to more than 5 Log. When compared to the water control
more than 1 Log of virus reduction (84%) could be ascribed specifically to the disinfectant.

With Poliovirus the following results were obtained:

A. Quantitative carrier test - virus contamination in liquid state

Poliovirus was distributed onto the surface of the carrier. Immediately after a drying step
(25 min.) Meliseptol rapid (100%) was added in a ratio of 50 pL of disinfectant to 100 uL of
virus suspension. One minute later, which was correspondent to 25 min. of drying plus 1 min. of
disinfection, 2,5 lg IDs, of Poliovirus were inactivated.

With the water control virus inactivation amounted to 1,5 Ig IDso. With this result the
disinfectant specific virus inactivation of Meliseptol rapid against Poliovirus on the surface could
be estimated to a reduction of 90% within 1 minute.

B. Quantitative carrier test - virus contamination in dried state

Thoroughly dried Poliovirus was inactivated on the surface by Meliseptol rapid (100%)
by 1,3 1g IDso within 1 min. or 2,3 lg IDso within 2 min. or 3,85 within 10 min, respectively.

Therefore, the disinfectant spray Meliseptol rapid (100%) has a good anti viral activity
against HIV within 30 sec. when tested under in-praxis conditions. In addition, the disinfectant
has an activity against non-enveloped viruses after 1-2 min. or even better after 10 min.
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Judgement:

The undiluted disinfectant spray Meliseptol rapid was virucidal active against the human
immunodeficiency virus within 30 sec. (virucidal activity against HIV). This result was supported
by the corresponding findings obtained with Poliovirus: Meliseptol rapid inactivated Poliovirus
significantly when tested with the quantitative carrier test.

The undiluted disinfectant spray Meliseptol rapid has a good anti viral activity against
Poliovirus. Even after 2 min. its virucidal activity was significantly better when compared with
the correspondent controls. After 10 min. (longest exposure time tested) the virucidal activity
amounted to 99,8%.

Annotation:

HIV is a virus associated with a relatively low resistance against chemical reagents. There-
fore, as a matter of principle, the correspondent inactivation data of disinfectants obtained with
more resistant viruses (e.g. non-enveloped viruses) should be used for the medical field of appli-
cation. Moreover, HIV was not included into the panel of test viruses with the different regula-
tions for testing of chemical disinfectants and antiseptics used in human medicine.

According to EN 14476 disinfectants were accepted as virucidal active against HIV when
a) their virucidal activity was shown against HI/V directly and/or b) they are virucidal active
against the more resistant Poliovirus. With the present experiments Meliseptol rapid has shown its
virucidal activity against HIV as well against Poliovirus.

Because of the awareness of risk, users of disinfectants often wants to know whether the
used product is actually virucidal active against H/V. This capability could only be validated
within an infectivity test and with the correspondent prototype virus namely HIV .

' Claiming of the virucidal activity of a disinfectant against HIV solely based on test results obtained with
the HBs-Ag test method (antigen of the hepatitis B virus [HBV]) is not longer feasible because the corre-
spondent results are irrelevant. A correspondent analogical reasoning was never recommended by the
virological scientific societies. Moreover, even claiming of a virucidal activity against HBV based on
results obtained with the HBs-Ag test was abrogated with the EN 14476.
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Recommended usage:

As demonstrated by the present report Meliseptol rapid was tested against HIV using an
infectivity test system.

Undiluted (100%) Meliseptol rapid has shown its virucidal activity against H/V within 30
sec. Under adverse conditions the exposure time should be prolonged.

The virucidal activity of the product against resistant viruses (e.g. coxsackievirus, echovi-
ruses) was tested on the surface using Poliovirus as the test virus. From these data the recommen-
dation according usage against resistant viruses will be:

Meliseptol rapid should be used undiluted for at least 10 min. and in relation from the
expected amount of virus with each 2 spray jets per square unit.

Essen 16™ of July 2000

Y. doe L

PD Dr. O. Thraenhart
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Figure 1:

Meliseptol rapid
Spray disinfectant: quantitative carrier test used for

simulation of surface disinfection
Test virus: HIV 2
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Figure 2:
Comparison of ID50: after 30 sec of exposure of dried HIV
against Meliseptol rapid (blue) and H20 (red). [Input virus: green]
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Table 1:

Cytotoxicity test

Product: Spray disinfectant Meliseptol rapid (Braun)

Cellsn: Molt 4/8 vom 20.03.00 Date: 23.03.00

Temperature: RT (21°C) Analysis: 27.03.00

Time: 0 sek.

Medium: RPMI 1640 Gibco (+1% Peni./Strep.; +0,05% Nyst.; +10% FKS RKI 2003)
Sample 1 2 3 4

Dm-Konz. im Ansatz 20% 40% 60% 80%

Med. (ohne FKS) 7ml Sml 3ml Iml
FKS 1ml 1ml 1ml 1ml
Dm 2ml 4ml 6ml 8ml

Verdiinnungsreihe 1:5 ab 1. Loch, in Med. mit 10% FKS

1:5 tox. tox. tox. tox.

1:25 tox. tox. tox. tox.

1:125 0/4 toX. toxX. toxX.

1:625 0/4 0/4 0/4
1:3125

Zellkontrolle 0/4 0/4 0/4 0/4
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Table 2:
Product: Spray disinfectant (Braun) Experiment Nr. 9 (VEPOLBR9.SAM)
Virus: HIV-2 vom 13.03.2000
Cellsn: Molt 4/8 vom 05.06.00, # x + 40 Date: 07.06.00
Temperature: RT (21°C) Analysis: 19.06.00 (12. Tag p.i.)
Time: 30 sec. und 60 sec.
Medium: RPMI 1640 Gibco (+1% Peni./Strep.; +0,05% Nyst.; +10% FKS 09/2004)
Probe 1 2 3 4 5 6 7 8 9 10
Virus 100ul | 100p | 100ul | 100uI | 100uI | 100ul | 100ul | 100ul 10ul
Medium 100pul | 900ul

auf Mattglascarrier gegeben, Fliche 1,6 x 6 cm (9,6 cm?), Trocknung unter der Werkbank
bei 46%relat. Luftfeuchtigkeit; 25,5°C

Tr.-Zeit in min 22,5 31 17 | 26,5 | 18,5 | 23,5 | 24,5 19 | 245
Dm S50ul | 50ul 50ul | 50ul 50ul
a. bidest 50pl | 50ul 50ul | 50ul
Einwirkzeit 30 sek. 60 sek

Carrier in Rohrchen mit je 3ml Med. (ohne FKS) gegeben; 1min Vortex

Verdiinnungsreihe 1:10, 1. Loch unverdiinnt

unverd. tox. | tox. 4/4 4/4 | tox. | tox. 4/4 4/4 | tox. /
-1 (tox.) | (tox.) | 4/4 2/4 | (tox.) | (tox.) | 1/4 1/4 | (tox.) /
2 0/4 0/4 2/4 0/4 0/4 0/4 0/4 0/4 0/4 4/4
-3 0/4 4/4
-4 3/4
-5 1/4
ZK 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4
Titer / ml <2525 3 2 <25 (<25 1,75 | 1,75 ca.5,5
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Figure 3:

Meliseptol rapid
Spray disinfectant: quantitative carrier test used for
simulation of surface disinfection
Test virus: Poliovirus 1, LSc-2ab
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Table 3a:
Product: Spay disinfectant (Braun) Experiment Nr. 8§ (VEPOLBRS.SAM)
(Ergénzung der Versuche 6 und 7)
Virus: Polio LS-c, 2ab vom 14.12.98
Cells: FL 181+11 vom 18.04.00 Date: 19.04.00
Temperature: RT (21°C) Analysis: 24.04.00 (5. Tag p.i.)
Time: 1 und 2 min
Medium: D-MEM Gibco (+1% Peni./Strep.; +0,05% Nyst.; +10% FKS RKI 2003)
Probe la 1b 1c 1d le 2a 2b 2¢ 2d 2e

Virus | 100l | 100l | 100l | 100l | 100l | 100ul | 100ul | 100ul | 100pl | 100pul

auf Mattglascarrier gegeben, Fliche 1,6 x 6 cm (9,6 cm?),
Trocknung unter der Werkbank bei 50% relat. Luftfeuchtigkeit, 27°C

Tr.zeit | 24,5 36 21 31 47 21 25 23 34 26
in min
Dm 50ul 50ul 50ul 50ul 50ul 50ul 50ul 50ul 50ul 50ul
Zeit 1 min 2 min

Carrier in Schiittelréhrchen mit je 3ml Med. (ohne FKS) gegeben; 1min Vortex

Verdiinnungsreihe 1:10 ab 1. Loch

-1 44 | 44 | 44 | 44 | 44 44 | 4/4 4/4 4/4 4/4
2 4/4 | 44 | 44 | a4 | 4/4 4/4 4/4 4/4 4/4 4/4
3 44 | 44 | 44 | a4 | 4/4 4/4 4/4 4/4 4/4 4/4
4 1/4 24 | 44 | 4/4 3/4 4/4 4/4 3/4 3/4 4/4
5 0/4 0/4 0/4 0/4 0/4 1/4 2/4 0/4 0/4 3/4
6 0/4 0/4 0/4

ZK 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4

Titer 4,75 5 5,5 5,5 5,25 5,75 6 5,25 5,25 6,25
/ml
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Table 3b:

Probe 5a 5b Sc 5d Se 6a 6b 6¢ 6d 6e 13

Virus | 100ul | 100pl | 100pl | 100pl | 100pl | 100pl | 100pl | 100ul | 100ul | 100l

Virus-
auf Mattglascarrier gegeben, Fliche 1,6 x 6 cm (9,6 cm?), Titr.
Trocknung unter der Werkbank bei 50% relat. Luftfeuchtigkeit, 27°C

Tr.zeit | 25,5 25 24.5 27 33 31 31 16 29 19,5
in min
bidest | 50ul | 50ul | 50ul | 50ul | 50ul | 50ul | 50ul | 50ul | S0ul | 50ul

Zeit 1 min 2 min

Carrier in Schiittelrdhrchen mit je 3ml Med. (ohne FKS) gegeben; 1min Vortex

Verdiinnungsreihe 1:10 ab 1. Loch

-1 44 | 44 | 44 | a4 | M4 | 4s | 44 | a4 | 4 | 44 | 44
2 44 | 44 | 44 | a4 | M4 | 44 | 44 | 44 | 44 | 44 | 44
3 44 | 4 | 44 | a4 | M4 | 44 | 44 | 44 | 4 | 44 | 44
4 44 | 44 | 44 | a4 | 4 | 44 | 44 | 44 | 44 | 44 | 44
5 44 | 44 | 44 | 44 | 44 | M4 | 14 | 44 | 34 | 44 | 44
6 24 | 34 | 14 | o4 | 04 | 14 | 14 | 24 | o4 | 04 | 4/4

-7 0/4 0/4 1/4 0/4 0/4 0/4 4/4
-8 0/4 3/4
-9 0/4
-10
-11
ZK 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4
Titer 7 7,25 7 6,5 6,5 6,75 6 7 6,25 6,5 9,25
/ml
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Figure 4:
Meliseptol rapid
Spray disinfectant: quantitative carrier test used for
simulation of surface disinfection
Test virus: Poliovirus 1, LSc2ab
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Table 4a:

Product: Spray disinfectant (Braun)

Virus: Polio LS-c, 2ab vom 14.12.98

Cells: FL 181+3 vom 20.03.00 Date: 22.03.00
Temperature: RT (21°C) Analysis: 27.03.00 (5. Tag p.i.)
Time: 1,2, 5und 10min

Medium: D-MEM Gibco (+1% Peni./Strep.; +0,05% Nyst.; +10% FKS RKI 2003)

Probe | 1* 2* 3* 4* 516 |7 8 9 10 11 12 13

Virus | 100pl | 100pl | 100yl | 100pl | 100 | 100 | 100 | 100pl | 100ul | 100ul | 100ul | 100l

auf Mattglascarrier gegeben, Flache 1 x 4cm (4cm?),
Trocknung unter der Werkbank bei 40% relat. Luftfeuchtigkeit, 26°C

Tr.zeit| 35,5 | 41 40 33 Proben 38 34 34 34 32
in min verungliickt

Dm | 50ul | 50ul | 50ul | 50ul
bidest / / /| 50ul

C. trocken liegengelassen

Zeitin| 1 2 5 10 [ ()| @) ] () 10 1 2 5 10 | Virus-
min Titr.

Carrier in Schiittelrohrchen mit je 3ml Med. (ohne FKS) gegeben; 1min Vortex

Verdiinnungsreihe 1:10 ab 1. Loch

-1 4/4 4/4 4/4 4/4 / / / 4/4 4/4 4/4 4/4 4/4 8/8
-2 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 8/8
-3 4/4 1/4 2/4 0/4 4/4 4/4 4/4 4/4 4/4 8/8
-4 1/4 0/4 2/4 4/4 4/4 4/4 3/4 4/4 8/8
-5 1/4 1/4 0/4 2/4 3/4 0/4 0/4 8/8
-6 0/4 0/4 1/4 0/4 8/8
-7 0/4 8/8
-8 2/8
-9 1/8
-10 0/8

-11
ZK 0/4 0/4 0/4 0/4 {0/4]10/4]0/4] 0/4 0/4 0/4 0/4 0/4 0/8

Titer 105,0 103,75 104,75 103,5 105,5 106,25 106,25 105,25 105,5 108,88

/ml /ml /ml /ml /ml /ml /ml /ml /ml /ml

* Carrier wurden 30min nach Virusauftrag auf Carrier 1 um 180° gedreht, da Trocknung einseitig war
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Table 4b:
Product: Spray disinfectant (Braun) (Wiederholung des Versuches vom 22.03.00)
Virus: Polio LS-c, 2ab vom 14.12.98
Cells: FL 181+4 vom 24.03.00 Date: 24.03.00
Temperature: RT (21°C) Analysis: 29.03.00 (5. Tag p.i.)
Time: 1,2, 5 und 10min
Medium: D-MEM Gibco (+1% Peni./Strep.; +0,05% Nyst.; +10% FKS RKI 2003)
Probe | 1 2 3 4 5 6 7 8 (9 (10 11 12 13

Virus | 100p1 | 100p1 | 100pl | 100pl| 100 | 100 | 100 [100 | 100 | 100 | 100l | 100pul

auf Mattglascarrier gegeben, Fliche 1 x 4cm (4cm?),
Trocknung unter der Werkbank bei 24% relat. Luftfeuchtigkeit, 26,5°C

Tr.zeit| 27 28 30 27 30 | 31,5 | 25 Proben 24 24
in min verungliickt
Dm | 50ul | 50ul | 50ul | 50ul
bidest 50pl | 50ul | 50ul | /
/ / C. trocken
liegengelassen
Zeitin| 1 2 5 10 1 2 5 10) (D) | (2) 5 10 | Virus-
min Titr.
Carrier in Schiittelrohrchen mit je 3ml Med. (ohne FKS) gegeben; 1min Vortex
Verdiinnungsreihe 1:10 ab 1. Loch
-1 4/4 | 4/4 4/4 4/4 4/4 4/4 | 4/4 | / / /| 4/4 4/4 4/4
-2 4/4 | 4/4 4/4 4/4 4/4 4/4 | 4/4 4/4 4/4 4/4
-3 4/4 | 4/4 3/4 1/4 4/4 4/4 | 4/4 4/4 4/4 4/4
-4 3/4 1/4 2/4 0/4 4/4 4/4 | 4/4 4/4 3/4 4/4
-5 1/4 0/4 0/4 1/4 2/4 | 3/4 3/4 2/4 4/4
-6 0/4 0/4 1/4 | 0/4 0/4 0/4 4/4
-7 0/4 4/4
-8 2/4
-9 0/4
-10
-11
ZK | 0/4 0/4 0/4 0/4 0/4 0/4 | 0/4 | / / / 0/4 0/4 0/8
Titer 105,5 104,75 104,75 103,75 105,75 106,25 106,25 106,25 105,75 109,0
/ml /ml /ml /ml /ml /ml | /ml /ml /ml /ml

Virucidal activity of Meliseptol rapid against HIV and Poliovirus - experts report 18.07.2000 - page 19/19



PrivarpozENT Dr. OLAF THRAENHART

ARAD. DIRERTOR, wer. RLINTKON DER UNIVERSTIAT Fsern EUYOVerygiene—Institut
Antivirale Validierung

Dienstag, 18, Juli 2000
Braun. Meliseptolrapid GA. 16070

Wirksamkeit des Sprithdesinfektionsmittels fur Flachen
Meliseptol rapid
gegen das _
Humane Immundefizienzvirus (HIV) und Poliovirus
unter den Bedingungen der Flachendesinfektion

Hersteller: B Braun Medical AG, CH-6203 Sempach-Station

Desinfektionsmittel. Meliseptol rapid
Inhaltsstoffe (nach Angaben des Herstellers):
50 g% 1-Propanol
0,075 g% Didecyldimethylammoniumchlorid
Versuchsbedingungen:

Richtlinien. Normen:
Quantitativer Suspensionsversuch in Anlehnung an die BGA/DVV-Richtlinien (1) und die
europdische Pranorm (2). Quantitativer Carrierversuch in Anlehnung an die RKI- Richtli-
nie (3) und der DGHM-Richtlinie fiir Priifing von Flachendesinfektionsmittel auf Bakteri-
zidie (4).

Viruscarrier: Mattglas mit einer Testfliche von 9,6 cm?®.

Priifkonzentration: 100%

Reaktionstemperatur: 20°C

Einwirkzeit: 30 und 60 Sekunden (HIV), 1 bis 10 Min. (Poliovirus)

Eiweifhelastungen: a) Wasser (ohne Eiweizusatz); b) 10% fotales Kalberserum (FKS}); ¢) 0,3 g/l
bovines Serumalbumin {BSA); d) 3 g/l BSA.

1. Virusstamm: HIV Typ 2, Titer logo IDse = 5,8 / ml
Zellstgmm: Mokt 4/8 (menschliche T-Lymphozyten)

2. Virusstamm: Poliovirus, Typ 1 Lsc-2ab (Laborstamm), Titer logio IDso = 9,25 / ml
Sellotem EL 181 G

Zusammenfassung der Ergebnisse: 100% Meliseptol rapid ist im Flachenversuch wirksam gegen HIV
und gegen Pohiovirus, das als Modellvirus fiir resistente Enteroviren und nach CEN fiir
das HIV verwendet wird. Anwendungsempfehlung: mindestens 30 Sekunden fiir auf
Flachen angetrocknetes HIV (Details s. S. 10).

Eurovir-Labor; Eurovir-Beratung; Eurovir-Aktivitiiten:
Biotechnologiepark Bernhardstr, 42 RDT & Validierung von Produkien und
14 943 Luckenwalde 45 239 Essen Verfahren zur Vorbeugung und
Tel./Fax 03371 681 269 Tel. 0201 403 241 Behandlung von viralen Infektionen und
E-mail: Fax 0201 406 719 TSE. Desinfektion, Virussichcrheit,
curovir@Biogate.com E-mail: Sterikisation, Therapie, Impfung.

www biogate.com/euravir Thraenhart(@Biogate.com
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Methodik.

Virusvermehrung.
HIV wurde anf Molt 4/8-Zellen (T-Lymphozyten-Zellstamm vom Menschen} mit
Medium RPMI 1640 plus 10% fotalem Kalberserum (FKS) angeziichtet, Eine Viruskon-
zentrierung wirde nicht durchgefiihrt. Die Viruskonzentration dieser Suspension wurde
in negativen Molt 4/8-Zellen bestimmt,
Poliovirus wurde anf FL-Zellen mit D-MEM plus 10% fo6talem Kélberserum angeziich-
tet. Nach Ausbildung des CPE wurden die Kulturen dreimal eingefroren und anfgetaut
und der Zelldebris niedertourig abzentrifugiert. Eine Konzentrierung des Virus erfolgte
nicht.

Suspensionstest (nur HIV):
Alle Reagenzien wurden vor Beginn der Versuche auf. 20°C gebracht. Zu je 1 mi Aqua
bidest. oder den Eiweifibelastungen wurden 8,0 mi Melisepto! rapid und 1 ml Virus-
suspension gegeben. Die entsprechenden Kontrollen enthielten 8 ml Aqua bidest. statt
des Desinfektionsmittels. Die Einwirkungszeiten betrugen 30 bzw. 60 Sekunden.
Anschiieiend erfolgte sofort eine Verdiinnung von 1:10 in eiskaltem Medium. Bis zur
Verteilung der Verdiinnungen anf die Zellkuolturen - maximal 5 - 10 Minuten - blieben
die Proben in einem Eisbad.
Pro Verdiinnung wurden je 4 Zellkultureinheiten (Molt 4/8) beimpft, Die Kulturen
wurden fiir 12-14 Tage bei 37°C und 5% CQ- inkubiert, Danach erfolgte die mikroskopi-
sche Ablesung.

Praxis-Simulationstest (HIV und Poliovirus):
Quantitativer Carriertest mit fliissiger Viruskontamination:

Dieser Versuchsansatz simuliert die Verhilinisse, die gegeben sind, wenn direkt
nach Verschiitten von fraglich viruskontaminierter Fliissigkeit Desinfektionsmit-
tel auf die Flache gespritht wird.

Auf je mindestens 5 exakt horizontal liegenden Mattglascarriern werden unter der
Wertkbank bei ca. 40 bis 60% rel. Luftfeuchtigkeit und Raumtemperatur zunéchst
100 pl Virussuspension auf eine Fliche von 9,6 cm? mit der Eppendorfpipette
verteilt.

Meliseptol Rapid - Viruzidie gegen HIV + Poliovirus, Seite: 2/ 10+ Tab,+ Abb,
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Direkt anschlieflend werden 50 ul Desinfektionsmittel oder zur Kontrolle Aqua
bidest. auf diese Fliche pipettiert und mit der Eppendorfpipette vermischt. Nach

Ablauf der Einwirkungszeit bzw. bis zum Abschluf} des Trocknungsvorgangs
werden die Mattglascarrier je in ein Schiittelrohrchen mit je 3 ml eiskaltem
Medium ohne FKS verbracht und 1 Min. lang auf einem Vortexgerat geschiittelt.
(Trocknung wird dann angenommen, wenn die gesamte virusbefeuchtete Oberflache des
Trigers eine milchig-weiBe Firbung angenommen hatte.) Daran anschlieflend wird
sofort eine Verdiinnungsreihe mit einem Verdiinnungsfaktor von 10 oder weniger

als 10 von diesen Proben hergestellt und mindestens 4 Monolayerzellkulturen in

Mikrotiterplatten mit den einzelnen Verdiinnungen beimpfi. Bebriitung der

Zellkulturen und Beurteilung entsprechend dem Viruszellsystem.

Quantitativer Carriertest mit angetrockneter Viruskontamination:

Dieser Versuchsansatz simuliert die Verhéltnisse, die gegeben sind, wenn erst nach
Antrocknen von fraglich viruskontaminierter Fliissigkeit Desinfektionsmittel auf
die Flache gespriiht wird.

Auf je mindestens 5 exakt horizontal liegenden Mattglascarriern wird Virussuspen-
sion in einer Menge von 100 pl / 9,6 cm?, entsprechend 10,4 pl/ cm?, auf je einen Mattgla-
striger aufgebracht. AnschlieBend erfolgt die Trocknung der Virussuspension unter der
Werkbank bei ca. 50% rel. Luftfeuchtigkeit und ca. 25 °C. Trocknung wird dann
angenommen, wenn die gesamte virusbefeuchtete Oberfliche des Trigers eme milchig-
weiBe Farbung angenommen hatte. Das war im Mittel nach 23 Min. (Schwankungsbreite
17 - 31 Min.) der Fall. Nach der Trocknung wurden entweder 50 pl des Desinfktionsmit-
tels oder 50 pl Aqua bidest. auf der virusbedeckten Flache des Carners verteilt. Die
Carnier wurden mit den Fliissigkeitsresten (Desinfektionsmittel, Aqua bidest.} Nach den
Emwirkungszeiten von 30 oder 60 Sekunden in ein Réhrchen mit 3 ml eiskaltem Medium
ohne FKS gegeben. Das Restvirus wurde durch 1 Min. Ianges Schiitteln auf dem Vortex--
gerat resuspendiert,

Meliseptol Rapid - Viruzidie gegen HIV + Poliovirus. Seite: 3 7 J# + Tab.+ Abb.
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Die Versuche wurden mit HIV und Poliovirus durchgefiibrt. Die Wirksamkeit des Desin-

fektionsmittels gegeniiber HIV wurde bei Einwirkungszeiten von 30 und 60 Sek. gepriift.

Die Wirksamkeit des Desinfektionsmittels gegeniiber Poliovirus wurde in prinzipiell
gleicher Weise gepriift. Allerdings betrugen die Einwirkungszeiten von Meliseptol rapid
1 bis 10 Min..

Berechnungen:

Die Virustiter wurden nach Spearman-Kaerber und Konfidenzintervalle und Signifikanz-
unterschiede mit der Bayes-Analyse bestimmt.

Ergebnisse:
Tabelle 1 zeigt, dafl Melisepto! rapid i Suspensionstest in den Verdiinnungen von 80,
60 und 40% stark toxisch fiir Molt 4/8 - Zellen war. Auch eine Molekularsiebfiltration

etbrachte keine besseren Ergebnisse.

In zwei ersten Versuchen im quantitativen Suspemsionétest war kein HIV-Virus nach 30
Sek. mehr nachweisbar. Allerdings konnte setbst bei einer Konzentration von nur 40%
von Meliseptol rapid. keine ansreichende Inaktivierung wegen der hohen Zytotoxizitit
von log TD50 von 2,3 nachgewiesen werden. Selbst die Konzentration von 20% hatte
noch eine Toxizitit von log TD50 von 1,3. Wegen des Virustiters von log ID50 von
5,5/ml im Ausgangsmaterial konnten mur 1 - 2 Zehnerlogstufen Reduktion bestimmt
werden (Ergebnisse nicht dargestellt).

Im folgenden haben wir uns deshath auf Versuchsansitze der Praxissimulation im
quantitativen Carriertest mit angetrockneter Viruskontamination konzenttiert. Bei
dieserm Versuchsansatz waren methodisch geringere Werte der Toxizitit fiir Zellen zn
erwarten. Tab. 2 zeigt das Ergebnis des quantitativen Cartiertests mit HIV, Bei einer
Ausgangsvirnskonzentration von log IDs, = 5,5 / mt warrden log 1Dso = 3,52/cm? Testfls-
che verteilt (100 pl Virus/9,6 cm? Testfliche). Nach 30 Sekunden wurde von den
Trégem, die mit je 50 pl Aqua bidest. behandelt wurden, log IDs, = 3,04/ 19,2 cm? und
nach 60 Sekunden log IDso = 2,05 HIV / 19,2 cm?® reisoliert. Die Werte pro cm? lagen
somit bei log IDs, = 1,8 HIV / em? nach 30 und log IDs; = 0,8 HIV / cm? nach 60.

Meliseptol Rapid - Virugidie gegen HIV + Poliovirus. Seite: 4/ 10 + Tah+ Abb.
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Sekunden. Nach Einwirkung von Meliseptol rapid wurde kein Virus mehr nachge-
wiesen, Der Reduktionsfaktor lag nach 30 Sekunden bei 5 Zehnerlogstufen, wenn
die Menge pro Testfliche eingegebene Virussuspension als Bezugsparameter dient. D h.
wenn ca. 20 Minuten nachdem eine Virusverunreinigung auf eine Fliche aufgetropft und
abgetrocknet war, Meliseptol rapid in einer Menge von 52 ml/m? (2 Sprithst6Be/Fliche)
aufgespritht wird, ist mit einer hohen HIV-Inaktivierung zu rechnen. Gleich oder
weniger als 2 ID50 / 10 cm? sind nach 30 Sek. unier den gewdhiten Bedingungen ggf.
noch auf der Fldche zu erwarten. Allerdings konnte der Wert wegen der Toxizitit des
Miittels fir Zellen der Zellkultur nicht ermitielt werden. Das gilt anch fiir 1 Minuten
lange Einwirkungszeit. Meliseptol rapid bat in unverdiinnter Losung die Zellen in der
Zellkultur stark zerstort. Da HIV vorwiegend zellgebunden ist, kann mit groBer
Wahrscheinlichkeit angenommen werden, daB kein infektidses Virus unter den Verhilt-
nissen der Praxis auf behandelten Flichen verbleibt. Dies gilt vor allem dann, wenn man
bei pngiinstigen Verhiltrissen die Einwirkungszeit vertangert. Die durch Meliseptol
rapid induzierte Virusinaktivierung war um eine Zehnerfogstufe besser als der 1 der
Kontrolle mit Aqua bidest. beobachtete Virusabfall. Dieser Unterschied stellt eine signi-
fikant besserere Inaktiviernng durch Meliseptol als durch H2O dar. Abb. 1 zeigt diese
Verhiltnisse graphisch. Abb. 2 veranschaulicht, dafl die Titerwerte nach Einwirkung von
Meliseptol gegeniiber der Konzentration der Kontamination signifikant 5 log-Stufen
niedriger ist.

Die Wirksamkeit von Meliseptol rapid wird auch gegentiber auf Flichen eingetrockne-
tem Poliovirus deutlich (Tab. 3, Abb. 3). Bei einer Virusbelastung der Testfléichen von

- log IDso = 8,25/ 9,6 cm? fithrten 50 ul Meliseptol, die 24 Min. nach Zugabe und
zwischenzeitlicher Abtrocknung der Virusbelastung erfolgte, zu einer Reduktion von
Poliovirus um ¢a. 2,5 Zehnerlogstafen nach 2 Min.. Diese Wirksamkeit war besser als
diejenige des Kontrollversuchs mit Aqua bidest. 1,3 Zehnerlogstufen).

In einem weiteren Versuch{Tab. 4) wurde nach Antrocknung des Poliovirus das Verhal-
ten von Poliovirus gegeniiber Meliseptol (100%) und Aqua bidest. iiber einen Zeitraum
von 1 bis 10 Min. untersucht. AuBerdem war es von Interesse zu beobachten, wie sich
Poliovirus verhilt, das weiterhin 10 Min. lang in angetrocknetem Zustand verbleibt.

Meliseptol Rapid - Viruzidie gegen HIV + Poliovirus. Seite: 5/ 10 + Tab.+ Abb.
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Abb. 4 veranschauticht, daB die Befeuchtung mit Wasser einerseits und das Verbleiben
in trockenem Stadium keine signifikante Inaktivierung bewirkt. D.h. auch 10 Min. nach
Versuchsbeginn sind noch ca. 107 Infektiose Einheiten anf der Fliche vorhanden.
Dagegen zeigt die Abb., dafl Meliseptol (100%) zur Tnaktivierung von Poliovirus von
1,25 1D50 in 1 Min. and ca, 2 ID50 (99%) in 2-6 Min. fiihrt, Nach 10 Min. betréigt die
Inaktivierung von Poliovirus 2,9 ID50 (99,8%). Der Vergleich mit den Kontrollversu-
chen mit und ohne H2O zeigen, dafl die Inaktivierung des Poliovirus, alleine auf die
Wirkung von Meliseptol rapid zuriickzufiihren ist, Poliovirus ist einerseits Vertreter
der resistenten Viren, ist Modellvirus der BGA/DVV-Richtlinie und der vorlsufigen
européischen Norm fiir den quantitativen viruziden Suspensionsversuch und wird in
diesem Zusammenhang auch als Modellvirus fir die Wirksamkeit gegen HIV
bezeichnet,

Diskussion:
Das Sprithdesinfektionsmitte] Meliseptol rapid solite auf seine Wirksamkeit gegen das Humane
Immundefizienzvirus (HIV) untersucht werden. Meliseptol rapid wurde deshalb zundchst im
guantitativen Suspensionstest gepriift. Dieser Testansatz ist immer die erste Priifung auf Viruzidie.
Flichendesinfektionsmittel, die auf Flichen, auf denen die Viruskontamination noch nicht
angetrocknet ist, ausgebracht werden, miissen unter den Verhillinissen einer Virussuspension

viruswirksam sein,

Zuniichst kaan die Wirksamkeit des Desinfektionsmittels wihrend der ,, Trocknungsphase”

gepruft werden. Unter den Gegebenheiten der Praxis witrde dies dem Vorgehen entsprechen, wenn
direkt nach dem Verschiitten von fraglichem virushaltigem Material Desinfektionsmittel auf diese
Fliissigkeit gegeben wird und beide, das Desinfektionsmittel und das virushaltige Material
eintrocknen. In diesem Versuch wird nach der Trocknung die Konzentration des Restvirus
bestimmt.

Nach Antrocknung der Virusbelastung bestehen andere Verhiltnisse. Diese werden im quantitati-
ven Carriertest mit auf Mattglas angetrocknetem Virus gepriift. Bisher wird bei derartigen
Versuchsansitzen die Virusmenge pro Volumeneinheit angegeben. Wir halten die Angabe pro
Flacheneinheit, 2.B. pro cm?, fiir aussagekrifiiger, da die Virushelastung der Flache das Kritertum
der Flachendesinfektion ist. Die Virusbelastung der Fliche an HIV entsprach loge [P =
4,52/cm? Tragerfliche, die Virusbelastung der Fliche an Poliovirus tag bei logye IDso = 7,27/cm?

Meliseptol Rapid - Viruzidie gegen HIV + Poliovirus, Seite; 6/ 10 + Tab.+ Abb.
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Bei diesem Versuch wirken eine Reihe von Einflissen auf das Virus ein: Zunichst kann es zu
¢inem Verlust durch die Antrocknung des Virus auf der Fliche kommen, dann tritt eine teilweise
Resuspension ¢in, wenn das Desinfektionsmittel auf den Virusfilm aufgetragen wird. Das Desin-
fektionsmittel reagiert dann sowohl mit dem getrockneten und wie mit dem durch das Desinfekti-
onsmitte! angefeuchteten Virusfilm (Resuspension). Die Schitzung dieser Faktoren erfolgt durch
die ,,Wassetkonirolle”, bei der statt des Desinfektionsmittels Aqua bidest, auf den Virusfilm
aufgeiragen wird.

Um die Verhiltnisse der Praxis zu simulieren, sollte eine Menge an Desinfektionsmittel auf die
Fliiche anfgebracht werden, die derjenigen unter Praxisverhéltnissen entspricht. In den hier vorge-
stellten Versuchen wurde auf die Testfliche eine solche Menge an Desinfektionsmittel verbracht
{50 pl9,6 cm?), die 52 ml/m?® entspricht, Dieses Volumen ist geringer als die in den Vorschriften
der DGHM angewendete Menge von 80 mi/m?

Nicht gepritft wurde der EinfluB des Spriihstrahls als zusitzlicher mechanischer Komponente,
Bereits chne mechanische Aktion war kein HIV mehr nachweisbar, Nach unseren Ergebnissen
werden bei finfmaligem Srithstofi mit der Original-Sprithflasche fitr Meliseptol rapid 2 ml Desin-
fektionsmittel ausgebracht, somit 0,4 ml/ Spriihsto. Bei einem Abstand der Origininal-Sprithfla-
sche von 20 cm von der zu besprithenden Fliche und einem Winkel von 70 - 80° zur Fliche wird
bei einem Sprithstof eine elliptisch bis kreisrunde Fliche von ca. 10 ¢m Durchmesser benetzt,
Damit erfolgt pro Sprishsto$ eine Volumenabgabe von 0,4 mi Desinfektionsmittel / ca. 150 cm?
Flache, entsprechend ca. 26 ml/m? Damit entsprechen 2 Spriihstofle unserer Vorgabe,

Uber Unterschiede zwischen HIV in fliissigem und angetrocknetem Zustand berichteten mehrere
Autoren (z.B. Hanson et al. {1989) BMJ, 298, 862-864). Hs war deshalb von Interesse die
Wirksamkeit von Meliseptol rapid gegen HEV unter diesen beiden Verhiltnissen zu testen,

Die Wirksamkeit von Meliseptol rapid, das -Propanol und Didecyldimethylammeniumchiorid
enthilt, gegeniiber Poliovirus als Vertreter der resistenten Enteroviren war fraglich. Andererseits
kann ein Desinfekiionsmitte] dann als wirksam gegen HIV gelten, wenn es in der Lage ist, Polio-
virus zu inaktivieren. Wir haben deshalb Meliseptol rapid im quantitativen Carriertest auch mit

Poliovirus Uiberprisft. Aulerdem besteht groBes Interesse an einem Desinfektionsmittel, das auch

resistente Viren inaktiviert,

Meliseptol Rapid - Viruzgidie gegen HIV + Poliovirus. Seite: 7/ 10+ Tab.+ Abb.
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Mit HIV wurden folgende Ergebnisse erzielt:
Im guantitativen Suspensionstest war Meliseptol rapid in 80%iger Losung in 30

Sekunden wirksam gegen HIV. Wegen erheblicher Toxizitit gegeniiber den
Zellen konnten methodisch bedingt keine vier Logstufen Inaktivierung nachge-

wiesen werden.

Im quantitativen Carriertest mit angetrockneter Viruskontamination wurde auf
der Flache angetrocknetes HIV durch 100% Meliseptol rapid in 30 Sek. um

insgesamt mehr als 5§ Zehnerlogstufen inaktiviert, wenn man die auf die
Fliiche eingetragene Virusmenge als Bezugsparameter nimmt. Im Vergleich
zur Wasserkontrolle konnten mehr als 1-Zehnerlogstufe (84%ige Inaktivierung)

spezifisch auf Meliseptol rapid zuriickgefiihrt werden.

Mit Poliovirys wurden folgende Ergebnisse erzielt:

Im guantitativen Carrierfest mit fliissiger Viruskontamination wurde frisch auf die

Fliache aufgebrachtes Poliovirus sofort nach dem Trocknungsprozef (25 Min.)
100% Meliseptol rapid im Verhiltnis 100 pl Virus plus 50ul unverdinntes
Meliseptol rapid zugemischt. Eine Minute danach, also wiihrend der
Trocknungszeit von 25 Min. plus 1 Minute Desinfektionszeit, waren 2,5
Zehnerlogstufen inaktiviert. Bei der Wasserkontrolle betrug die Inaktivierung
1,5 Zehnerlogstufen. Somit lag die Desinfektionsmittel-spezifische Inaktivierung

von Poliovirus von Meliseptol rapid bei 90% in 1 Minute auf der Flache.

Im quantitativen Carriertest mit angetrockneter Viruskontamination wurde auf

der Fliiche angetrocknetes Poliovirus durch 100% Meliseptol rapid in 1 Min.
um 1,3 Zehnerlogstufen, in 2 Min. um 2,3 Zehnerlogstufen und in 10 Min.

um insgesamt 3,82 Zehnerlogstufen inaktiviert.

Meliseptol Rapid - Viruzidie gegen HIV + Poliovirus, Seite: 8/ 10 + Tab.+ Abb.
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Das Sprithdesinfektionsmittel Meliseptol rapid ist also unter Praxisbedingungen
in einer halben Minute gut wirksam gegen HIV und hat auch e¢ine Wirksamkeit
gegen unbehiillte Viren ab 1-2, besser 10 Minuten auf der Flache.

Beurteilung:
Das Spriihdesinfektionsmittel Meliseptol rapid ist unverdiinnt in einer halben Mingte
gegen HIV virazid (HIV-Viruzidie) wirksam. Dieser Befund wird durch Ergebnisse mit
dem Poliovirus auf der Flache gestiitzt: Meliseptol rapid inaktivierte Poliovirus im

quantitativen Camiertest signifikant.

Metiseptol rapid ist unverdiinnt gegen Poliovirus wirksam. Bereits nach 2 Min, war die
inaktivierung signifikant besser als die der Konirollen. Nach 10 Min. (lingste getestete
Einwirkungszeit) lag die Inaktivierung bei 99,8,

Bemerkung:
HIV ist ein Virus mit relativ geringer Widerstandsfihigkeit gegen chemische
Reagenzien. MaBstab fiir die Anwendung von Desinfektionsmitteln im medizinischen
Bereich sollten deshalb prinzipiell Werte fiir die Konzentration und Einwirkungszeit
sein, die resistente Erreger inaktivieren, Deshalb ist HIV auch nicht als Modellvirus fiir
Priifungen von Desinfektionsmitteln fiir den medizinischen Bereich in den o.a. Richtli-
nien oder Normen genannt. Nach der Pré-Euronorm zur Viruzidie (2) gelten Desinfekti-
onsmittel dann als wirksam gegen HIV, wenn sie viruzid gegen HIV oder/und gegen das
resistente Modellvirus Poliovirus sind. Meliseptol rapid hatte in den beschriebenen
Versuchen seine Wirksamkeit gegen HIV und Poliovirus unter Beweis gestellt.

Der Anwender mdchte aus Griinden des RisikobewunBtseins héufig wissen, dafl das
eingesetzte Mittel tatséchtich auch gegen HIV wirksam ist. Hierfiir ist nur der Infektiosi-
titstest mit dem Prototypvirus HIV geeignet’.

! pie Ausiobung der Wirksamkeit eines Desinfektionsmiitels gegen HIV auf der Basis des Ergebnisses eines HBsAg-Testes
ist dagegen irrelevant. Ein solcher Analogieschluf wurde von den virologischen Fachgremien nie empfohlen. In der
enropdischen Pranorm (2} wird dieser Test schon fiir die Auslobung der Wirksamkeit gegen Hepatitis-B-Virus aufier Kraft

- gesetzt,

Meliseptol Rapid - Virazidie gegen HIV + Poliovirus, Seite: 9/ 10 + Tab.+ Abb.
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Anwendun ‘ehlung:
Meliseptol rapid wurde im vorliegenden Bericht mit HIV im Infektiositétstest gepriift.
Meliseptol rapid ist unverdiinnt in 30 Sekunden HIV-viruzid. Unter unginstigen
Verhiltnissen ist die Einwirkungszeit zu verldngern,

Die Viruzidie gegen resistente Viren (z.B. Coxsackie-, Echoviren) wurde mit dem
Modellvitus Poliovirus auf der Fléche gepriift. Die Anwendungsempfehlung lautet fiir
registente Viren:

Meliseptol rapid ist unverdiinnt fiir mindestens 10 Min. in Abhéngigkeit von der mogli-
chen Virusbelastung auf die Fliche mit je 2 Spriihstrahlen / Flicheneinheit einzusetzen.

Essen, den 16, Juli 2000

PD Dr. O. Thraenhart

Literatur:

1. Deutsche Verenigung zur Bekémpfung der Viruskrankheiten and Bundesgesundheitsamt Richthi-
nie des Bundesgesundheitsamtes und der Deutschen Vereinigung zar Bekémpfung der Viruskrankhei-
ten zur Priifung von chemischen Desinfektionsmitteln anf Wirksamkeit gegen Viren.
Bundesgesundheitsblatt 25:397-398, 1982,

2. European Committee for Standardization European Standard. Chemical disinfectants and antisep-
tics. Virucidal quantitative suspension test for chemical disinfectants and antiseptics used in human
medicine. Test methods and requirements (phase 2/step 1). CEN, Central Secretariat, rue de Stassart
36, B~1050 Brussels, Belgique 1998.(In Press)

3. Anonymous. Richtlinie des Robert Koch-Institutes zur Pritfung der Viruzidie von chemischen
Flichendesinfektionsmitteln und Instrumentendesinfektionsmitteln, die in die Liste gemiss 10 ¢ des
BSeuchGes. aufgenommen werden sollen. Fassung vom 1. Mérz 1995. Bundesgesundheitsblatt, 1995;
6/95:242.

4. Methodenbuch der DGHM (in Vorbereitung).

Meliseptol Rapid - Viruzidie gegen HIV + Poliovirus. Seite; 10/ 10+ Tab.+ Abb,
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Tab. 4
Zytotoxizititstest

Mittel: Sprithdesinfektion von Braun

Zellen: Molt 4/8 vom 20.03.00

Temperatur: RT (21°C)
Zeit: 0 sek.

Durchfiihrung: 23.03.00
Auswertung: 27.03.00

Medium: RPMI 1640 Gibeo (+1% Peni./Strep.; +0,05% Nyst.; +10% FKS RKI 2003)

Probe . 1 2 3 4
Dm-Konz. im Ansatz | 20% | 40% | 60% | 80%
Med. (ohne FKS) Fjitiy Smi  3ml 1mi
FXS 1m! 1ml 1ml 1mil
Dm 2ml 4ml 6ml 8ml

Verdiinnungsrethe 1:5 ab 1. Loch, in Med. mit 10% FKS
I:5 tox. tox. tox. tox.
1:25 tox. tox. tox. tox.
1:125 0/4 tox. tox. tox.
1:625 0/4 /4 0/4
1:3125 '

Zellkontrolle 0/4 0/4 0/4 0/4




Tak, 2

Mittel: Sprihdesintektion von Braun

Versuch Nr. 9 {VEPOLBRY SAM)

Virus. HIV-2 vom 13 03 2000
Zellen; Molt 4/8 vorn 03.06.00, # x + 40 Durchfithrung: G7.06.00
Temperstur RT (21°C) Auswertung.  19.06.00(12 Tagp..;
Zeit. 30 sec. und 60 sec
Medium: RPMI 1640 Gitxco (1% Peni /Strep., +0,05% Nyst., +10% FKS 092004)
i | | Pl
| :
| Probe I 2 |3 4 5 6 7 8 9 i 10 |
| | _, ]
! Virus 100wl | 10004 100u1 | 100wt | 100wl 100U | 1001 | 100UL | 1ol |
___ Medium g ,, 100u1}960ul
' 1
i - |
auf Mattglascarrier gegeber:, Flache 1,6 x 6 cm (9.6 cm?), Trocknung unter der | l
! Werkbank bei 456%relat. Lufifeuchtigkeit; 25,5°C i i
. !
 TreZewinmin 22,5 31 | 17 [265[185,235] 245 19 245 !
! Dm SOul | SO0l | | 5041 | S0ul s0ul |
| a bidest | ] 50ul]50u | SOpl | Sout | |
| Einwirkzeit 30 sek. | 60 sek |
Carrier in Rohrchen mit je 3mil Med. (ohne FKS) gegeben; Imin Vortex
Verdiinnungsreihe 1:10, 1. Loch unverdinnt
unverd. ] t0x. l tox. | 4id | 4/4 | tox. | tox. D | 44 1 ox |/ ]
-1 —H{tox.) {(tox.)| 4/4 | 2/4 (tox.}i(tox}| 1/4 | 1/4 |(ox.)| 7 )
2 0/ 04 | 24 [ o/a | 04 | o | 0id | o | 04 | 4/4
-3 0/4 | 474
. 4 f _ 34 4
| -5 : L 14
X L0/ 104 L0/ | 04 1 04 | 04 | 0/ | 04| 04 | 03
o Titer/ml <25 <285 30 2 i=250<25 178 l 175 ass
! 4 i - ] | ; : ,l [ ;




Hersteller: B. Braun Medical AG, Sempach EUROVIR Hygiene-instifut
Aib 2 Meiiseptal rapid 14 943 Luckenwaide
© Spriihdesinfektion
Quantitativer Carriertest zur Simulation der Flichendesinfektion
Testvirus: Poliovirus 1, L.Sc2ab
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Tab 3w

Mittel Sprithdesinfeldion von Braun Versuch Nr. 8 (VEPOLBRE. SAM)

(Erganzung der Versuche 6 und 7)

Virus: Polio L8-¢, 2ab vom 14.12.98

Zellen: FL 181+11 vom 18.04.00 Durchfithryng: 19.04,00
Temperatur:  RT {21°C) Auswertung: 24.04.00 (3, Tagpi)
Zeit: Vund 2 o :

SAegiuny D-MEM Giteo {(+1%0 Peni /Strep., +0,05% Nyst,; +10% FKS3 RKI 2003)

! i
Probe | 1a | 1b | tc | td | le | 2a | 2b | 2 | 24 | 2z
‘ |
Virus | 100p!  100pi ; 100! 1 1001 | 100u! | J00u! | 100ul | 100ul | 100p! | 100
auf Martplascarier gegeben, Fliche 1,6 x 6 cm (9,6 cm®), ;
Trocknung unter der Werkbank bei 50% relar. Lufifeuchtigkeit, 27°C .
Trasit| 245 | 36 | 21 | 31 | 47 | 21 | 25 | 23 | 34 . 2
in min | | _
Dm | 50ul | S0u! | Soul | Sout | Soul | S0ul | S0l | S0ul | S0ul | Soul
Zejt | 1 min ' 2 min
Carrier in Schiittelrdhrehen mit je 3md Med. (ohne FKS) gegeben; 1min Voriex
Verdinnungsreihe 1:10 ab 1. Loch
1 44 | &4 | a4 | 44 | 44 | 44 | 44 | 44 | 44 | 44
2 YA L 44 A4 A 4] 44 A4 A A | A
-3 474 |+ A4 . 44 | 44 | 44 1 44 | A4 D 44 | 44 | 44
_—! 1/4 2/4 4/4 4/4 3/4 4/4 d/4 3/4 3/4 4/4
5 G4 | 04 [ 04 1 O/ | 04 14 | 24 | 04 1 04 | 34
-6 ' w4 | 04 0/
-7
8
9
P ~10 .
i -11 ' !
L ZK | 04 ) o L oo | od | 4 | 04 L 04 L 04 | O/4 | O/a
Titer | 4,75 5 55 1 55 15251575 6 {5251 525 625




ZT-EPR-GY 12141 FF!F{U_GBTT §33rl Ba12s5% - SEITE:

Tmb, 3y

Prohe | 2a 5h ¢ &d B¢ 6a 6b 6c 6d 6e 13

Virus | 1001 | 1001 | 100l | 100! | 100p1 | 100u] | 1001 | 100u} | 100ul | 100ui
' - | Virus-

auf Mattglascarrier gegeben, Fliche 1,6 x 6 cm (9,6 em?), Titr.
Trocknung unter der Werkbank bei 509 relat. Luftfeuchtigkeit, 27°C

Trzeit| 255 | 25 | 245 | 27 | 33 | 31 ; 31 | 16 | 29 | 195
tin min i _ .
bidest | 50l ; Soul | 50pi | 50ul | 5041 | 50ul | 50pd | 50pl | S0ul | SOpt

P Zeit 1 min 2 min

Carvier in Schuttelrohrchen mit je 3ml Med. (ohne FKS) gegeben; Imin Vortes

Verdimnungsreihe 1:10 ab 1. Loch

U | a4 1 4/a | 44 | 44 | 4a | a4 | 44 | 44 | 44 | 44 | 44
2 | 44 | a4 | 44 | 44 | 44 | 4/ | w4 | 44| 44| 44 | 4
s | o4 | a4 | aia | 44 | a4l w4 | wa | 44 | 44 | 44 | 44
4 T 44 oA L 44 | 44 | 44 | Ha | 44 | & | a4 | A4 T 44
5 | a4 | 44 | 44 | a/d | 4 | 44 | ua | 44 | 34 | 44 | 44!
6 | 24 | 34 | Us | 04 | 04 1 14 | V4 D 24 | 04 | 04 | H4

7 1 oM | o4 | V4 D4 | o4 | 0/ - 4/4
-3 | 0/4 3/4
9| - 0/
-0 |

-11

ZK | O/4 | o4 | /4 | 04 | 0/4 | 04 | 04 | 04 | 04 | 04 | 04

Titer | 7 1725 7 | 65165 16751 6 . 7T |625] 65 | 925
Jmi : :




Hersteller: B. Braun Medical AG, Sempach EUROVIR Hygiene-Institut

14 943 Luckenwalde
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Tab Ta
Mittel: Sprithdesinfektion von Braun

Virus: Polio LS-¢, 2ab vom 14,12.98

Zellen: FL 181+3 vom 20.03.00 Durchfiihrung: 22.03.00
Temperatur: RT (21°C) Auswertung: 27.03.00 (5. Tag p.1.)
Zeit: 1,2, 5 und 10min

Medium: D-MEM Gibxo (+1% Peni./Strep.;, +0,05% Nyst.; +10% FKS RKI 2003)

Probe| 1% | 2% | 3% | 4* | 5|6 (7| 8 | 9 | 10| 11| 1213
Virgs | 100p1| 100u1 100p1| 100p1| 100|100 100| 100p1| 100p1 | 100p1 | 100p1 | 100p]
_ auf Mattglascarrier gegeben, Flache 1 x 4cm (4cm?),
Trocknung unter der Werkbank bei 40% relat. Lufifeuchtigkeit, 26°C
Trzeit] 35,5 i 41 40 33 Proben | 38 | 34 | 34 34 32
in min verungliickt
Dm | 50ut | 50ul | 50ut | 50pt -
bidest foy ] soul
| | €. trocken liegengelassen
Zeit | 1 2 s |10 lM@IG)Y 10| 1 2 5 | 10 |Vimus-
in min _ - - Titr.
Carrier in Schiittelrohrchen mit je 3ml Med. (ohne FKS) gegeben;, 1min Vortex
Verdiinnungsreihe 1:10 ab 1. Loch
-1 aa | aa | a4 | a4 | 4|77 A4 44 44| 44| 44 ) 8
-2 4/4 | 4/4 | 44 | 4/4 ' 4/4 | A4 | 4/4 | 4/4 | 4/4 | BB |
-3 4/4 | 14 | 2/4 | 0/4 44 | 44 | 4/4 | 44 | 44 1 88
-4 1/4 | 0/4 | 2/4 : Al4 | A4 | 4/4 | 3/4 | 44 | 88
50 1/4 14 04 | 24 | 3/4 | O/4 | O/4 | 88
6 | 0/4 0/4 V4 | 0/4 88
-7 - 0/4 8/8
-8 2/8
-9 1/8
-10 0/8
-11 '
ZK | 0/4 | 0/4 | O/4 | O/4 |0/4|0/4,0/4; 0/4 - 0/4 | 0/4 | 0/4 ] 0/4 ] 0/8
Titer | 10°° | 10°7 | 107 | 10%° C 1M ] 108 | 10%7 ] 107 | 10°° | 10%8
/mi | /ml | /ml | /mi /mt | /ml | /ml | /ml | /ml | /ml

* Carrier wurden 30min nach Virusauftrag auf Carrier 1 um 180° gedreht, da Trocknung einseitig war




Toh 5
Mittel: Sprithdesinfektion von Braun (Wiederholung des Versuches vom 22.03.00)

Virus: Polio LS-¢, 2ab vom 14.12,98
Zellen: FL 181+4 vom 24.03.00 Durchfiihrung: 24.03.00
Temperatur: RT (21°C) Auswertung:  29.03.00 (5. Tag p.i.)
Zeit: 1,2, 5 und 10min _
Medium: D-MEM Gibee (+1% Peri./Strep.; +0,05% Nyst.; +10% FKS RKI 2603)
Probe| 1 2 3 4 5 6 7 8 | 9|10 11 12 13
Virus | 1001 10011 100p1{ 100u1| 160 | 100 | 100 |100]100{100] 100u1| 1001
auf Mattglascarrier gegeben, Flache 1 x 4cm (4em?),
Trocknung unter der Werkbank bei 24% relat. Lufifeuchtigkeit, 26,5°C
Trzewt| 27 28 30 27 30 | 31,5 25 Proben 24 24
in min | verungliickt
Dm | 50ul | 50p1 | 50ul | 50pl
bidest 50ul | SOul | S0ul | /
/| [ | C.trocken
liegengelassen
Zeit | 1 2 5 10 1 2 5 1AM @y S 10 | Virus-
in mm : TFitr.
Carrier in Schiittelrohrchen mit je 3ml Med. (ohne FKS) gegeben; 1min Vortex
Verdiinnungsreihe 1:10 ab 1. Loch
-1 4/4 | 44 | 44 L 44 L A4 | 44 L M4 | S F A 44 ] 4/4
-2 4/4 | 44 | 44 | 44 | 4/4 | 4/4 | 4/4 4/4 | 4/4 | 4/4
3| 44 | 48| 34 | 1A | M| 44 | a4 4/4 | 44 | 44
4 | 34 | 14| 24 ] 0/4 | 44 | 44 | 44 44 | 3/4 | 4/4
-5 1/4 | 0/4 | 0/4 4 | 2/4 | 3/4 3/4 | 2/4 | 4/4
-6 | 0/4 04 | 1/4 | 0/4 0/4 | 0/4 | 4/4
-7 0/4 4/4
-8 | 2/4
9 0/4
-10
=11
ZK | 0/4 | 04 | 04 | 0/4 | 04 | 04 | 04| /] /| 04 04| 08
Titer | 10** | 10%7 | 10" 1 1077 | 105 | 1057 | 105% 105% 1 107 | 10%
/ml /ml /ml | /ml | /ml “/ml | /ml

/ml

fmi

/ml

A




DOCENTE PRIVATO OLAF THRAENHART

Direttore accademico della clinica dell'Universita di Essen EUROVIR Istituto d’Igiene
Validazione antivirale

Martedi, 18 luglio 2000

Efficacia del disinfettante spray per superfici
Meliseptol rapid
su
Virus dell’immunodeficienza umana (HIV) e Poliovirus
alle condizioni di disinfezione delle superfici

Produttore:  B.Braun Medical AG, CH-6203 Sempach-Station

Disinfettante: Meliseptol rapid
Ingredienti (secondo le indicazioni del produttore):
50 g% di 1-propanolo
0,075 g% di didecil-dimetilammoniocloruro
Condizioni di prova:

Linee guida, norme:

Test di sospensione quantitativa conformi alle linee guida BGA/DVV (1) ed alla prenorma europea
(2). Test quantitativi su supporto conformi alla linea guida RKI (3) ed alla linea guida DGHM per la
prova della battericidia dei disinfettanti per superfici (4).

Supporto per i virus: Vetro opaco con superficie di prova di 9,6 cm?>.
Concentrazione di prova: 100%

Temperatura di reazione. 20°C

Tempo d'azione: 30 e 60 secondi (HIV), da 1 a 10 min. (Poliovirus)

Cariche proteiche: a) acqua (senza aggiunta di proteine); b) siero di vitello fetale (SVF) al 10%; ¢)
0,3 g/l di sieroalbumina bovina (SAB); d) 3 ¢/l di SAB.

1° ceppo virale: HIV tipo 2, titolo logyo [Dsg = 5.8 /ml
Linea cellulare: Molt 4/8 (linfociti T umani)

2° ceppo virale: Poliovirus tipo 1 Lsc-2ab (ceppo di laboratorio), titolo logjg IDsp = 9,25 /ml
Linea cellulare: FL. 181

Riepilogo dei risultaii: Nella prova su superfici Meliseptol rapid al 100% ¢ efficace sull’HIV e sul
Poliovirus, che ¢ utilizzato quale virus modello per gli Enterovirus resistenti ed a norma CEN per
I'HIV. Raccomandazione per I'impiego: almeno 30 secondi per I'HIV seccato sulle superfici (per i
dettagli si rimanda pagina 10).
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Metodica:
Proliferazione virale:

L’HIV ¢ stato coltivato su cellule Molt 4/8 (linea cellulare di linfociti T umani) con mezzo RPM]
1640 pit un 10% di siero di vitello fetale (SVF). Non ¢ stata eseguita una concentrazione del virus.
La concentrazione virale di tale sospensione ¢ stata determinata nelle cellule Molt 4/8 negative.
Il Poliovirus ¢ stato coltivato su cellule FL con D-MEM piti un 10% di siero di vitello fetale. Dopo
la formazione del CPE, le colture sono state congelate ¢ scongelate per tre volte ed i detriti cellulari
sono stati centrifugati a basso numero di giri. Non & stata eseguita una concentrazione del virus.

Test di sospensione (solo HIV):

Prima dell'inizio delle prove tutti i reagenti sono stati portati a 20°C. Per ogni 1 ml di Aqua bidest. o
carica proteica sono stati aggiunti 8,0 ml di Meliseptol rapid ed 1 ml di sospensione virale. |
corrispondenti controlli contenevano 8 ml di Aqua bidest. invece del disinfettante. I tempi d'azione
sono stati di 30 ovvero 60 secondi. Successivamente ¢ stata immediatamente eseguita una diluizione
1:10 in mezzo gelato. Fino alla distribuzione delle diluizioni sulle colture cellulari - max. 5 — 10
minuti - 1 campioni sono quindi rimasti in bagno gelato.

Per ogni diluizione sono state inoculate 4 unita di colture cellulari (Molt 4/8). Le colture sono state
incubate per 12-14 giorni a 37°, 5% di CO,. Quindi & stata eseguita la lettura al microscopio.

Test di simulazione delle condizioni reali (HIV e Poliovirus):

Test quantitativo su supporto con contaminazione virale liquida:

Questo approccio di prova simula le condizioni esistenti quando il disinfettante ¢ spruzzato su una
superficie dopo che sulla stessa sono stati versati dei liquidi potenzialmente contaminati dal virus.

Su almeno 5 supporti in vetro opaco, posti in posizione esattamente orizzontale sotto al banco di
lavoro, con un'umidita relativa dell'aria compresa tra il 40 ed il 60% circa ed a temperatura
ambientale, 100 pl di sospensione virale sono stati distribuiti su una superficie di 9,6 cm? mediante
una pipetta di Eppendorf.
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Subito dopo su tale superficie sono stati pipettati e mescolati con la pipetta di Eppendorf 50 ul di
disinfettante o, per il controllo, di Aqua bidest. Una volta trascorso il tempo d'azione ovvero alla
fine del procedimento di essiccazione, i supporti in vetro opaco sono messi ognuno in una provetta
per agitazione con 3 ml di mezzo gelato senza SVF ed agitati per 1 min su un apparecchio Vortex.
(L'essicazione ¢ presunta quando l'intera superficie del supporto inumidita dal virus ha assunto una
colorazione bianco-lattiginosa). Quindi ¢ immediatamente eseguita una serie di diluizioni di tali
campioni con un fattore di diluizione di 10 o inferiore ed almeno 4 colture cellulari monolayer sono
inoculate con le singole diluizioni in piastre per microtitolazione. Incubazione delle colture cellulari
e valutazione conforme al sistema di cellule virali.

Test di sospensione quantitativo con contaminazione virale seccata:
Questo approccio di prova simula le condizioni presenti quando il disinfettante & spruzzato sulla
superficie soltanto dopo che il liquido potenzialmente contaminato con il virus si & seccato.

Su almeno 5 supporti in vetro opaco, posti in posizione esattamente orizzontale, ¢ stato applicato un
quantitativo di sospensione virale di 100 ul / 9,6 cm? corrispondente a 10,4 ul / cm? per ogni
supporto. Successivamente la sospensione virale ¢ stata essiccata sotto al banco di lavoro con
un'umidita relativa dell'aria del 50% circa ed a circa 25°C. L'essiccazione ¢ presunta quando l'intera
superficie del supporto inumidita con il virus ha assunto una colorazione bianco-lattiginosa. Ciod &
avvenuto in media dopo 23 min (ampiezza di oscillazione 17 - 31 min.). Dopo l'essiccazione sulla
superficie del supporto coperta dal virus sono stati distribuiti 50 pl di disinfettante oppure 50 ul di
Aqua bidest. Dopo i tempi d'azione di 30 o 60 secondi i supporti sono stati messi, assieme ai residui
di liquidi (disinfettante, Aqua bidet.) in una provetta con 3 ml di mezzo gelato senza SVF. Il virus
residuo ¢ stato risospeso mediante agitazione sull'apparecchio Vortex per 1 min.
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L.e prove sono state eseguite con HIV e Poliovirus. L'efficacia del disinfettante sullHIV ¢ stata
testata per tempi di azione di 30 e 60 secondi. In linea di principio 1’efficacia del disinfettante sul
Poliovirus ¢ stata testata in maniera analoga. Tuttavia, i tempi di azione di Meliseptol rapid sono
stati compresi tra 1 e 10 min.

Calcoli:

I titoli virali sono stati determinati secondo Spearman — Kaerber ed intervalli di confidenza e
differenze di significativita con I'analisi di Bayes.

Risultati:

La Tabella 1 mostra che nel test di sospensione Meliseptol rapid alle diluizioni dell’80, 60 e 40%
era fortemente tossico per le cellule Molt 4/8. Nemmeno una filtrazione con filtro molecolare ha
permesso di ottenere risultati migliori.

Nelle prime due prove del test di sospensione quantitativa, dopo 30 sec. il virus HIV non era piu
rilevabile. Tuttavia, a causa dell'elevata citotossicita di log TD50 = 2,3 non ¢ stato piu possibile
dimostrare un'inattivazione sufficiente nemmeno per la concentrazione di Meliseptol rapid del 40%
soltanto. Persino la concentrazione al 20% presentava ancora una tossicita di log TD50 = 1,3. A
fronte del titolo virale di log ID50 = 5,5/ml nel materiale di partenza, & stato possibile determinare
una riduzione di soli 1,2 livelli log decimali (risultati non illustrati).

Qui di seguito ci siamo pertanto concentrati sugli approcci di prova di simulazione delle condizioni
reali mediante test quantitativo su supporto con contaminazione virale seccata. Per tale approccio a
livello metodologico erano prevedibili valori di tossicita meno elevati per le cellule. La Tab. 2
mostra il risultato del test quantitativo su supporto con I’HIV. Per una concentrazione virale di
partenza di log. IDsp = 5,5 ml sono stati distribuiti log. IDsy = 3,52 / cm? di superficie di prova (100
ul di virus/ 9,6 cm? di superficie di prova). Dopo 30 sec. dai supporti, trattati ognuno con 50 pl di
Aqua bidest., sono stati reisolati log. IDsy = 3,04 / 19,2 cm? e dopo 60 sec. log. IDso = 2,05 HIV /
19,2 cm?®. I valori per cm? erano pertanto di log. IDsp = 1,8 HIV / ¢cm? dopo 30 secondi e di log. IDsg
= 0,8 HIV / cm? dopo 60 secondi.
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Dopo l'azione di Meliseptol rapid il virus non & stato piu rilevato. Dopo 30 secondi il fattore di
riduzione era di 5 livelli logaritmici decimali, prendendo come parametro di riferimento la quantita
di sospensione virale apportata sulla superficie. Cio significa che se circa 20 min. dopo che una
contaminazione virale gocciola su una superficie ¢ vi si secca Meliseptol rapid & spruzzato in un
quantitativo di 52 ml/m? (2 spruzzate/superficie) si pud contare su un’elevata inattivazione
dell’HIV. Alle condizioni prescelte, dopo 30 sec., sulla superficie possono eventualmente ancora
essere previsti > 2 ID50 / 10 cm? Tuttavia il valore non ha potuto essere determinato a causa della
tossicita del mezzo per le cellule della colture cellulari. Cio vale anche per il tempo d'azione di 1
min. Meliseptol rapid in soluzione diluita ha fortemente distrutto le cellule della colture cellulari.
Dato che I'HIV ¢ prevalentemente legato alle cellule, & possibile supporre con probabilita elevata
che in condizioni reali sulla superficie trattata non rimanga alcun virus infettivo. Cio vale
soprattutto se, in presenza di condizioni sfavorevoli, si prolunga il tempo d'azione. L’inattivazione
virale indotta da Meliseptol rapid era superiore di un livello logaritmico decimale rispetto al
decremento del titolo osservato nel controllo con Aqua bidest. Tale differenza rappresenta
un'inattivazione significativamente maggiore da parte di Meliseptol rapid rispetto all’H20. La Tab.
I illustra cio graficamente. La Tab. 2 evidenzia che dopo I’azione di Meliseptol rapid i valori dei
titoli erano significativamente inferiori di 5 livelli log. rispetto alla concentrazione della
contaminazione.

L'efficacia di Meliseptol rapid si evidenzia anche rispetto al Poliovirus seccato sulle superfici (Tab.
3, Fig. 3). Per una carica virale delle superfici di prova di log. IDsy = 8,25 / 9.6 cm?, 50 pl di
Meliseptol apportati 24 min dopo ’aggiunta e 1’essiccazione della carica virale, hanno indotto una
riduzione del Poliovirus pari a circa 2,5 livelli logaritmici decimali dopo 2 min. Tale efficacia era
superiore a quella del controllo con Aqua bidest. (1,3 livelli logaritmici decimali).

In un’ulteriore prova (Tab. 4) dopo I'essiccazione del Poliovirus ¢ stato analizzato il comportamento
del Poliovirus rispetto a Meliseptol (100%) ed all’ Aqua bidest. in un lasso di tempo compreso tra |
¢ 10 min. Inoltre, ¢ stato interessante osservare come si comporta il Poliovirus se rimane seccato per
10 min.
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La Tab. 4 evidenzia che l'inumidimento con acqua da un lato ed il permanere nello stadio asciutto
non determinano alcun’inattivazione significativa. In altre parole anche 10 min. dopo l'inizio della
prova sulla superficie sono ancora presenti circa 107 unita infettive. Per contro, la figura mostra che
Meliseptol (100%) induce un’inattivazione del Poliovirus di 1,25 ID50 in 1 min. e di circa 2 ID50
(99%) in 2 - 6 min. Dopo 10 min l'inattivazione del Poliovirus ¢ di 2,9 ID50 (99,8%). 1l confronto
con i controlli con e senza H20 dimostra che l'inattivazione del Poliovirus ¢ da attribuirsi
esclusivamente all’azione di Meliseptol rapid. Il Poliovirus ¢ da un lato rappresentante dei virus
resistenti, nonché virus modello della linea guida BGA/DVV e della norma europea temporanea per
il test di sospensione virucida quantitativa ed in tale contesto € designato anche quale virus modello
per l'efficacia sull’HIV.

Discussione:

Il disinfettante spray Meliseptol rapid doveva essere analizzato in relazione alla sua efficacia sul
virus dell'immunodeficienza umana (HIV). Meliseptol rapid ¢ stato pertanto testato dapprima
mediante test di sospensione quantitativi. Tale approccio € sempre la prima prova della virucidia. |
disinfettanti per superfici applicati sulle superfici su cui la contaminazione virale non si ¢ ancora
seccata devono essere efficaci sul virus alle condizioni della sospensione virale.

In un primo momento ¢ possibile analizzare l'efficacia del disinfettante durante la "fase di
essiccazione". Tale procedimento corrisponde a quanto accade in condizioni reali subito dopo lo
spandimento di materiale potenzialmente contenente il virus, quando il disinfettante ¢ applicato sul
liquido ed entrambi, ovvero il disinfettante ed il materiale contenente il virus, vengono lasciati
asciugare. In questa prova la concentrazione del virus residuo ¢ determinata dopo l'essiccazione.

Dopo l'essicazione della carica virale prevalgono condizioni diverse. Queste sono analizzate
mediante test quantitativo su supporto con virus seccato su vetro opaco. Finora per tali approcei di
prova la quantita di virus ¢ stata indicata per unita di volume. Noi riteniamo 1'indicazione per unita
di superficie, ad esempio per cm?, pil opportuna, in quanto la carica virale della superficie
rappresenta il criterio nella disinfezione delle superfici. La carica virale HIV della superficie ¢ stata
part a IDsy=4,52/cm? di superficie del supporto, mentre la carica virale di Poliovirus della
superficie ¢ stata invece pari ad [Dso=7,27/cm?,
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In tale prova vi ¢ tutta una serie di influssi che agiscono sul virus: in primo luogo puo verificarsi
una perdita dovuta all’essiccazione del virus sulla superficie e successivamente talvolta, quando il
disinfettante ¢ applicato sul film virale, una risospensione parziale. Il disinfettante reagisce quindi
sia con il film virale secco che con quello inumidito dal disinfettante (risospensione). La stima di
tali fattori avviene mediante il "controllo con acqua", in cui sul film virale invece del disinfettante &
applicata Aqua bidest.

Per simulare le condizioni reali, sulla superficie dovrebbe essere applicata una quantita di
disinfettante corrispondente a quella utilizzata in condizioni reali. Nelle prove qui presentate sulla
superficie di prova ¢ stata applicata una tale quantita di disinfettante (50 pl/9,6 cm?),

corrispondente a 52 ml/m?. Questo volume ¢ inferiore a quello di 80 ml/m? applicato nelle norme
DGHM.

Non ¢ stata invece analizzata I'influenza dello spruzzo quale componente meccanico aggiuntivo.
Infatti 'HIV non era pil rilevabile gia senza 1’azione meccanica. Secondo i nostri risultati, con
cinque spruzzate del flacone originale di Meliseptol rapid vengono applicati 2 ml di disinfettante,
ovvero 0,4 ml/spruzzata. Tenendo il flacone spruzzatore originale ad una distanza dalla superficie
da spruzzare di 20 cm e con un'angolazione di 70-80 gradi rispetto alla medesima, con una
spruzzata viene inumidita una superficic ellittico - circolare di circa 10 ¢m di diametro. Pertanto,
per ogni spruzzata ¢ erogato un volume di 0,4 ml di disinfettante / circa 150 ¢cm? di superficie.
Conseguentemente due spruzzate corrispondono alla nostra prescrizione.

Sulle differenze tra I'HIV liquido e secco hanno riferito diversi autori (ad es. Hanson et al. (1989)
BMJ, 289, 862-864). E stato pertanto interessante analizzare l'efficacia di Meliseptol rapid sull’HIV
in queste due condizioni diverse.

L'efficacia di Meliseptol rapid, che contiene 1-propanolo e didecil-dimetilammoniocloruro, sul
Poliovirus quale rappresentante degli Enterovirus resistenti era dubbia. D'altro canto un
disinfettante puo essere considerato efficace sull’HIV se & in grado di attivare il Poliovirus.
Pertanto abbiamo analizzato Meliseptol rapid mediante test quantitativo su supporto anche con il
Poliovirus. Inoltre sussiste un grande interesse ad un disinfettante che inattivi anche i virus
resistenti.
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Con I'HIV sono stati ottenuti i seguenti risultati:

Nel test di sospensione quantitativa Meliseptol rapid in soluzione all'80% ¢ risultato efficace contro
I'HIV nel giro di 30 secondi. A fronte della notevole tossicita sulle cellule, a livello metodologico
non ¢ stato tuttavia possibile dimostrare un’inattivazione pari a quattro livelli logaritmici.

Nel test quantitativo su supporto con contaminazione virale essiccata, I"HIV seccato sulla superficie
¢ stato inattivato da Meliseptol rapid al 100% nel giro di 30 sec. in ragione di oltre cinque livelli
logaritmi decimali totali, prendendo quale parametro di riferimento la quantita di virus apportata
sulla superficie. Mediante confronto con il controllo con acqua, ¢ stato possibile attribuire
specificatamente a Meliseptol rapid pit di 1 livello logaritmico decimale (84% dell’inattivazione).

Con il Poliovirus sono stati ottenuti i seguenti risultati:

Nel test quantitativo su supporto con contaminazione virale liquida, il Poliovirus applicato di fresco
sulla superficie € stato miscelato, subito dopo il processo di essiccazione (25 min.), con Meliseptol
rapid al 100% secondo il rapporto 100 pl di virus pitt 50 pl di Meliseptol rapid non diluito. Dopo un
minuto, ovvero durante il tempo di essiccazione di 25 min., piu 1 minuto di tempo di disinfezione,
erano stati inattivati 2,5 livelli logaritmici decimali. Per il controllo con acqua l'inattivazione ¢& stata
di 1,5 livelli logaritmici decimali. Pertanto, l'inattivazione del Poliovirus sulla superficie
specificamente attribuibile al disinfettante Meliseptol rapid & stata del 90% in 1 min.

Nel test quantitativo su supporto con contaminazione virale seccata, il Poliovirus seccato sulla
superficie ¢ stato inattivato da Meliseptol rapid al 100% in ragione di 1,3 livelli logaritmici decimali
nel giro di 1 min, di 2,3 livelli logaritmici decimali nel giro di 2 min. e complessivamente di 3,82
livelli logaritmici decimali nel giro di 10 min.
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Il disinfettante spray Meliseptol rapid ¢ ottimamente efficace sull’HIV nel giro di mezzo minuto
anche in condizioni reali ed inoltre ¢ efficace sui virus senza capside presenti sulla superficie a
partire da 1-2 min, meglio 10 min.

Valutazione:

I1 disinfettante spray Meliseptol rapid non diluito presenta un’efficacia virucida sullHIV (virucidia
sull’HIV) nel giro di mezzo minuto. Tale esito ¢ suffragato dai risultati ottenuti con il Poliovirus
sulla superficie: nel test quantitativo su supporto Meliseptol rapid ha inattivato il Poliovirus in
maniera significativa.

Meliseptol rapid non diluito ¢ efficace contro il Poliovirus. Gia dopo 2 min. l'inattivazione era
significativamente superiore rispetto ai controlli. Dopo 10 min (tempo d'azione pit lungo tra quelli
testati) l'inattivazione ¢ risultata pari al 99,8.

Osservazione:

L’HIV ¢ un virus con una resistenza ai reagenti chimici relativamente scarsa. In linea di principio il
criterio di utilizzo dei disinfettanti in campo medico dovrebbero pertanto essere i valori di
concentrazione ed i tempi d'azione che inattivano i patogeni resistenti. Pertanto I’'HIV non ¢ citato
nelle predette linee guida e norme quale virus modello per le prove dei disinfettanti in campo
medico. Secondo la prenorma europea sulla virucidia (2) i disinfettanti sono considerati efficaci
sull'HIV se sono virucidi sull' HIV e/o sul virus modello resistente Poliovirus. Nelle prove illustrate
Meliseptol rapid ha dimostrato la sua efficacia sia sull’HIV che sul Poliovirus.

Per ragioni legate alla consapevolezza dei rischi, spesso l'utente desidera sapere che la sostanza
utilizzata ¢ effettivamente efficace anche sull’HIV. A tale proposito ¢ indicato il test di infettivita
con il virus prototipo HIV'.
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Raccomandazione per l'impiego:

Nel presente rendiconto Meliseptol rapid ¢ stato analizzato con I'HIV mediante test di infettivita.
Meliseptol rapid non diluito ¢ virucida sulllHIV in 30 secondi. In condizioni sfavorevoli &
necessario prolungare il tempo d'azione.

La virucidia sui virus resistenti (ad esempio Coxsachievirus, Echovirus) & stata analizzata sulle
superfici con il virus modello Poliovirus. La raccomandazione per l'impiego relativa ai virus
resistenti ¢ la seguente:

Meliseptol rapid deve essere utilizzato non diluito per almeno 10 min., a seconda della carica virale
che puo essere presente sulla superficie con almeno due spruzzate / unita di superficie.

Essen, 16 luglio 2000

Dottor O. Thraenhart

Bibliografia:

1. Deutsche Vereinigung zur Bekdmpfung der Viruskrankheiten e dell’ Ufficio Sanitario
Federale. Linea guida dell’Ufficio Sanitario Federale (BGA) e della Deutsche Vereinigung
zur Bekdmpfung der Viruskrankheiten (DVV) per la prova dell’efficacia dei disinfettanti
chimici sui virus.

Gazzetta Sanitaria Federale (Bundesgesundheitsblatt) 25:397-398, 1982.

2. European Committee for Standardization European Standard. Chemical disinfectants and
antiseptics. Virucidal quantitative suspension test for chemical disinfectants and antiseptics
used in human medicine. Test methods and requirements (phase 2/step 1). CEN, Central
Secretariat, rue de Stassart 36, B-1050 Bruxelles, Belgio 1988 (in stampa).

3. Anonimo. Linea guida del Robert Koch Institut per la prova della virucidia dei _
disinfettanti chimici per superfici e strumenti, che in conformita al 10 ¢ della Legge Federale
sulle Epidemie, devono essere inseriti nell’elenco. Versione del 1 marzo 1995.
Bundesgesundheitsblatt 1995; 6/95:242.

4. Manuale metodi di DGHM (in preparazione).



Tab. 1

Test di tossicita

Sostanza: disinfezione spray Braun

Cellule: Molt 4/8 del 20.03.00 Esecuzione: 23.03.00
Temperatura: TA (21°C) Valutazione: 27.03.00
Tempo: 0 sec.
Mezzo: RPMI 1640 Gipco (+1%peni./strep:+0,05% nist.; +10% SVF RKI 2003)
Campione 1 2 3 4
Cone. di 20% 40% 60% 80%
disinfettante nella
preparazione
Med. (senza SVF) |  7ml Sml 3ml Iml
SVF Iml Iml 1ml Iml
Disinfettante 2ml 4ml 6ml 8ml
Serie di diluizioni 1:5 dal primo foro, in Med. con SVF al 10 %
1:5 toss. toss. toss. toss.
1:25 toss. toss. toss. toss.
1:125 0/4 toss. toss. toss.
1:625 0/4 0/4 0/4
1:3125
Controllo cellulare |  0/4 0/4 0/4 0/4




Tab. 2

Sostanza: disinfezione spray Braun Prova N. 9 (VEPOLBR9 SAM)

Virus: HIV-2 del 13.03.2000

Cellule: Molt 4/8 del 05.06.00 x 40 Esecuzione: 07.06.00

Temperatura: TA (21°C) Valutazione: 19.06.00 (12 giorno p.1.)
Tempo: 30 sec. e 60 sec.

Mezzo: RPMI 1640 Gipco (+1%peni./strep:+0,05% nist.; +10% SVF 09/2004)

Campione 1 2 3 4 5 6 7 8 9 10
Virus 100ul | 100ul { 100pl | 100pul | 100ul | 100ul | 100pl | 100ul 10pul
Mezzo 100ul | 900ul

Messo su supporto in vetro opaco; superficie 1,6 x 6 cm (9,6 cm 2), essicazione sotto al banco di
lavoro al 46% di umidita relativa nell'aria; 25,5°C

T. essicazione | 22,5 31 17 26,5 | 18,5 | 23,5 | 245 19 24,5
in min.

Disinfettante 50pl | 50pl 50ul | 50ul 50ul
A. bidest. S0pl | 50ul 50pl | 50ul

Tempo 30 sec. 60 sec.

d'azione

Supporto messo in provetta con 3 ml Med. (senza SVF); 1min Vortex

Serie di diluizioni 1:10, 1° foro non diluito

Non dil. toss. |toss. [4/4 4/4 toss. |toss. |4/4 4/4 toss. |/

-1 (toss.) |(toss.) |4/4 2/4 (toss.) |(toss.) | 1/4 1/4 (toss.) |/

2 0/4 0/4 2/4 0/4 0/4 0/4 0/4 0/4 0/4 4/4

-3 0/4 4/4

-4 3/4

-5 1/4
Coltura 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4
cellulare

Titolo / ml <25 |25 |3 2 <25 (<25 |L75 1,75 ca. 5,5




Tab. 3a

Sostanza: disinfezione spray Braun Prova N. 8 (VEPOLBRS8.SAM)

Virus: Polio LS-c, 2ab del 14.12.98

Cellule: FL 181+11 del 18.04.00 Esecuzione: 19.04.00

Temperatura: TA (21°C) Valutazione:24.04.00 (S giorni p.i.)
Tempo: 1 € 2 min,

Mezzo: D-MEM Gipco (+1%peni./strep:+0,05% nist.; +10% SVF RKI 2003)

Campione la 1b lc 1d le 2° 2b 2¢ 2d 2e
Virus 100ul | 100ul | 100ul | 100ul | 100ul | 100ul | 100ul | 100ul | 100ul | 10ul

Messo su supporto in vetro opaco; superficie 1,6 x 6 cm (9,6 cm 2),
essicazione sotto al banco di lavoro al 50% di umidita relativa dell'aria; 27°C

T. essicazione 24,5 36 21 31 47 21 25 23 34 26
in min.

Disinfettante S0ul | 50pl | 50pl | 50pl | 50ul | 50ul | 50ul | 50pl | 50pl | 50ul

Tempo 1 min. 2 min,
d'azione

Supporto messo in provetta per agitazione con 3 ml Med. (senza SVF); Imin Vortex

Serie di diluizioni 1:10, partendo dal 1° foro

-1 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4
-2 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4
-3 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4
-4 1/4 2/4 4/4 4/4 3/4 4/4 4/4 3/4 3/4 4/4
-5 0/4 0/4 0/4 0/4 0/4 1/4 2/4 0/4 0/4 3/4
-6 0/4 0/4 0/4
-7

-8

-9

-10

-11

Coltura 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4 0/4
cellulare

Titolo / ml 4,75 |5 5,5 5,5 5,25 575 |6 5,25 15,25 16,25




Tab. 3b

Campione Sa 5h Sc 5d Se 6a 6b 6¢ 6d 6e 13
Virus 100l | 100p] | 100p1 | 100ul | 100ul { 100p1 | 100p] | 100ul | 100ul | 1004l
Titolo
Messo su supporto in vetro opaco; superficie 1,6 x 6 ¢cm (9,6 cm?2), virale
essicazione sotto al banco di lavoro al 50% di umidita relativa nell'aria; 27°C
T. essicazione | 25,5 | 25 | 24,5 | 27 33 31 31 16 29 19,5
in min.
Bidest. S0ul | 50ul | 50ul | 50ul | 50pl | 50pl | SOul | 50ul | 50ul | 50ul
Tempo 1 min 2 min
d'azione
Supporto messo in provetta per agitazione con 3 ml Med. (senza SVF); 1min Vortex
Serie di diluizioni 1:10, partendo dal 1° foro
-1 4/4 4/4 4/4  |4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4
-2 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4
-3 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4 4/4
-4 4/4 4/4 4/4 4/4 4/4 4/4 4/4  |4/4 4/4 4/4 4/4
-5 4/4 4/4 4/4 4/4 4/4 4/4 1/4  |4/4 3/4 4/4 4/4
-6 2/4 3/4 1/4 0/4 0/4 2/4 1/4  |2/4 0/4 0/4 4/4
-7 0/4 0/4 1/4 0/4 0/4 0/4 4/4
-8 0/4 3/4
-9 0/4
-10
-11
CC 0/4 0/4 0/4 0/4 0/4  0/4 0/4 0/4 0/4 0/4 0/4
Titolo / ml 7 725 |7 6,5 6,5 6,75 |6 7 6,25 16,5 9,25




Tab. 4a

Sostanza: disinfezione spray Braun

Virus;
Cellule:

Polio LS-c, 2 ab del 14.12.98

FL 181+3 del 20.03.00
Temperatura: TA (21°C)

Esecuzione: 22.03.00

Valutazione:27.03.00 (5 giorni p.i.)

Tempo: 1,2,5e 10 min.
Mezzo: D-MEM Gipco (+1%peni./strep:+0,05% nist.; +10% SVF RKI 2003)
Campione |1* 2% 3* 4* 5 6 7 8 9 10 11 12 13
Virus 100pl { 100p] | 100ul | 100p] | 100l [ 100ul | 100u] | 100ul | 100ul | 100wl | 100ul | 1004l
Messo su supporto in vetro opaco; superficie | x 4 cm (4 cm ?),
essicazione sotto il banco di lavoro al 40% di umidita relativa dell'aria; 26°C
T. 35,5 |41 40 33 Campioni 38 34 34 34 32
essicazione infortunati
in min.
Disinfettante | 50ul | 50ul | 50pl | 50ul
Bidest. / / / 50ul
C. lasciati seccare
Tempo in 1 2 5 10 (h @2 (5 |10 1 2 5 10 Titolo
min, virale
Supporto messo in provetta per agitazione con 3 ml Med. (senza SVF); 1min Vortex
Serie di diluizioni 1:10, partendo dal 1° foro

-1 4/4  |4/4 14/4  |4/4 |/ / / 4/4  [4/4 |4/4 |44 |4/4 |m
-2 4/4  |4/4 |4/4 |4/4 4/4  14/4 |4/4 [4/4 |4/4 |8/8
-3 4/4 11/4 {2/4 |0/4 4/4  |4/4  |4/4 |4/4 |4/4 |8/8
-4 1/4  [0/4  |2/4 3/4 |3/4 |4/4 [3/4 |4/4 |8/8
-5 1/4 1/4 0/4 |2/4 |3/4 |0/4 |0/4 |8/8
-6 0/4 0/4 1/4  |0/4 8/8
-7 0/4 8/8
-8 2/8
-9 1/8
-10 0/8
-11
Coltura 0/4 |0/4 0/4 |0/4 |0/4 |0/4 |0/4 |0/4 (0/4 |0/4 |0/4 |0/4 |0/8
cellulare
Titolo/ml 10> 107 [10%7 1077 - 10> [10°% [10%” [ 107 [10%° [10%%

/ml  |/ml |/ml |/ml /ml |/ml |/ml |/ml |/ml |/ml

* 30 minuti dopo I’applicazione del virus sul supporto 1, i supporti sono stati girati di 180°, in
quanto 1’essicazione era unilaterale




Tab. 4b

Sostanza: disinfezione spray Braun (ripetizione della prova del 22.03.00)

Virus:
Cellule:

Polio LS-c, 2ab del 14.12.98

FL 181+4 del 24.03.00
Temperatura: TA (21°C)

Esecuzione: 24.03.00

Valutazione:29.03.00 (S giorni p.i.)

Tempo: 1,2,5¢ 10 min.
Mezzo: D-MEM Gipco (+1%peni./strep:+0,05% nist.; +10% SVF RKI 2003)
Campione |1* 2% 3* 4* 5 6 7 8 9 10 11 12 13
Virus 100pl | 100p1 | 100u1 | 100p] | 100pl | 100uL | 1001 | 100ul | 100u1 | 100l | 100ul | 100p]
Messo su supporto in vetro opaco; superficie 1 x 4 cm (4 cm?),

essicazione sotto il banco di lavoro al 24% di umidita relativa dell'aria; 26,5°C
T. 27 28 30 27 30 31,5 |25 Campioni 24 24
essicazione infortunati
in min.
Disinfettante | 50ul | 50ul |50ul |50pl
Bidest. S0pl | S0ul |50ul |/

/ C. lasciati
seccare
Tempo in 1 2 5 10 1 2 5 (10) | (1) 2) |5 10 Titolo
min, virale
Supporto messo in provetta per agitaazione con 3 ml Med. (senza SVF); Imin Vortex
Serie di diluizioni 1:10, partendo dal 1° foro

-1 4/4  14/4 |44 |44 |44 |4/4 |44 |/ / / 4/4  14/4 | 4/4
-2 4/4  14/4  |4/4  |4/4 |4/4  |4/4  |4/4 4/4  |4/4 | 4/4
-3 4/4  14/4 |3/4 |1/4 |4/4 |4/4 |4/4 4/4  |4/4  |4/4
-4 3/4 |11/4 |2/4 |0/4 |4/4 |4/4 |4/4 4/4  |3/4 |4/4
-5 1/4 10/4 |0/4 1/4 |2/4 |3/4 3/4 |2/4 |4/4
-6 0/4 0/4 |1/4 |0/4 0/4 |0/4 |4/4
-7 0/4 4/4
-8 2/4
-9 0/4
-10
-11
Coltura 0/4 |0/4 [0/4 |0/4 [0/4 (014 |0/4 |/ / / 0/4 (0/4 10/8
cellulare
Titolo/ml 10> [10%7 [ 107 [10°7 |10 11055 [ 1055 10 [10>7 11077

/ml |/ml |/ml |/ml |/ml |/ml |/ml /ml  |/ml |/ml




Traducere din limba germana

Prof. Dr. in Stiinte Medicale H.-P. WERNER
Medic specialist pentru Igiena si Microbiologie
BARBARAHOF
BUNDESSTRASSE 11
A-5503 BISCHOFSHOFEN-
MITTERBERGHUTTEN
TEL.: +43 664 2809631
Fax: +43 664 2872536

Prof. Dr. in Stiinte Medicale H.-P. WERNER, BUNDESSTRASSE 11, A-5503 MITTERBERGHUTTEN

B. Braun Medical AG
CP 58
CH-6203 Sempach-Station
Bischofshofen, 31.05.2000

RAPORT DE TESTARE B 619b
Meliseptol rapid

Eficacitatea fungicida Tn cadrul testului de dezinfectare a suprafetelor (SAIMP)

EXPERTIZA

Dupa testarea eficacitatii fungicide a dezinfectantului Meliseptol rapid in cadrul testului de
dezinfectie a suprafetelor, corespunzator SAIMMP (Societate Austriaca pentru Igiena, Microbiologie
si Medicind Preventiva), conform versiunii actuale (Raportul de verificare B 619b al
HygCenBischofshofen din 29.05.2000), comunicam urmatoarea evaluare:

Preparatul Meliseptol rapid a obtinut n testul de dezinfectarea a suprafetelor cu C.albicans o
reducere a germenilor cu 6 trepte logaritmice, dupa o durata de actiune de 1 minut ca solutie
concentratd, conform Directivelor SAIMMP.

Recomandari de utilizare pentru dezinfectarea suprafetelor - C.albicans

Meliseptol rapid
concentrat - durata de actiune de 1 minut
Prof. Dr. in Stiinte Medicale H.-P. WERNER

Semnatura indescifrabila

Administrator ~ Centrum fiir Hygiene TEL.: +43 664 503085 59 Date bancare: Tribunalul Salzburg
und Medizinische Produktsichercheit GmbH Fax: +43 664 53 19 Creditanstalt BIC 11950  FN180657/y
Dipl.-Ing. Dr. Werksgeldnde 24 e-mail: hygcen@sorger.at Cont Nr. 0495- Cod TVA ATU 46628403

Arno Sorger A-5503 BischofshofenMitterberghitten 35628/00



Traducere din limba germana

Bischofshofen

HYG

CEN

Centrum fiir Hygiene

und Medizinische Produktsichercheit GmbH

HygCen GmbH — Werksgelande 24 — A-5503 BischofshofenMitterberghitten
B. Braun Medical AG

CP 58
CH-6203 Sempach-Station
Bischofshofen, 29.05.2000

RAPORT DE TESTARE B 619b

Meliseptol rapid
Eficacitatea fungicida in cadrul testului de dezinfectare a suprafetelor (SAIMP)

Nr. probe: B 619

Solicitant: B. Braun Medical AG

Data transmiterii: 15.02.2000

Produsul testat: Meliseptol rapid

Comporzitie: 1/2/01/23; 24.11.99; Formulare (3)
Intrarea materialului: 17.01.2000

Data de incepere a testului: 24.02.2000

Data de finalizare a testului: 28.02.2000
Substante active conform indicatiei producatorului:

100 g concentrat contin 50 g 1-propanol

0.075 g clorura de didecildimetilamoniu

Miros: aromat
Aspectul preparatului: Solutie clara, fara culoare
Valori pH (electrod de sticla): concentrat: 7,00

50% in ADS: 6,57

Administrator ~ Centrum fiir Hygiene TEL.: +43 664 503085 59 Date bancare: Tribunalul Salzburg
und Medizinische Produktsichercheit GmbH Fax: +43 664 53 19 Creditanstalt BIC 11950  FN180657/y
Dipl.-Ing. Dr. Werksgeldnde 24 e-mail: hygcen@sorger.at Cont Nr. 0495- Cod TVA ATU 46628403

Arno Sorger A-5503 BischofshofenMitterberghitten 35628/00



Traducere din limba germana

Bischofshofen

HYG

CEN

Centrum fiir Hygiene

und Medizinische Produktsichercheit GmbH

HygCen GmbH — Werksgelande 24 — A-5503 BischofshofenMitterberghitten

Metodologie

Metodologia si evaluarea testului de dezinfectare a suprafetelor cu Candida albicans (Versiunea din
martie 1998) a Societatii Austriece pentru Igiena, Microbiologie si Medicina Preventiva.

Germeni de test:

Candida albicans ATCC 10231
Administrator ~ Centrum fiir Hygiene TEL.: +43 664 503085 59 Date bancare: Tribunalul Salzburg
und Medizinische Produktsichercheit GmbH Fax: +43 664 53 19 Creditanstalt BIC 11950  FN180657/y
Dipl.-Ing. Dr. Werksgeldnde 24 e-mail: hygcen@sorger.at Cont Nr. 0495- Cod TVA ATU 46628403

Arno Sorger A-5503 BischofshofenMitterberghitten 35628/00



Traducere din limba germana

Testarea eficacitatii fungicide Tnh conditii apropiate celor practice, cu metoda "frotiului-spalare” a

SAIMMP

Temperatura mediului ambiant: 22°C
Germen de test: Candida albicans ATCC 10231

Unitati formatoare de colonii din suspensiile initiale:

Umiditatea relativa: 32%

Test 2: 8,92 log/ml
Culturi precursoare si ulterioare pe placa de agar Sabouraud, 48 ore/ 30°C.

Test 1: 9,30 Ig/ml

Material UFC (log) Factor de reducere (log)
suprafete
Concentratia (%) Pe purtitor de germeni
MELISEPTOL
RAPID
Durata de actiune 30 secunde
Pardoseala PVC
100 Versiunea 1 - -
Versiunea 2 s/095/s >6,76/6,28/>6,76
Xm 6,28
75 Versiunea 1 - -
Versiunea 2 s/s/s >6,76/ 26,76/ >6,76
Xm 26,76
25 Versiunea 1 - -
Versiunea 2 Gazon/gazon/gazon n.e./ne/ne.
Control (ADS) Versiunea 1 - -
Versiunea 2 7,18/7,27/7,26 -
(Xm7,24)
Etanol (80 % v/v) Versiunea 1 - -
Versiunea 2 2,31/048/2,33/2,10/2,37 493/6,76/491/5,14 /4,87
(Xn1,92) (Xn5,32)
Placi ceramice din sala
de operatie
100 Versiunea 1 - -
Versiunea 2 s/s/048 >6,69/ 26,69/ 6,69
Xm 6,69
75 Versiunea 1 -
Versiunea 2 s/s/s >6,69/ 26,69/ >6,69
Xm> 6,69
25 Versiunea 1 - -
Versiunea 2 Gazon/gazon/gazon ne/ne/ne.
Control (ADS) Versiunea 1 - -
Versiunea 2 7,26/7,09/7,15 -
(Xn7,17)
Etanol (80 % v/v) Versiunea 1 -
Versiunea 2 1,26/1,91/1,59/1,95/1,48 591/5,26/5,57/5,21/5,69
(Xm 1,64) (Xn5,53)

Legenda:

s=sub limita identificabild de 0,48 log pe purtdtor de germeni

n.e./= neevaluabil

-/=neexecutat

Nota traducatorului: ADS = Apa de duritate standardizata

Administrator

Dipl.-Ing. Dr.
Arno Sorger

Centrum fiir Hygiene
und Medizinische Produktsichercheit GmbH
Werksgeldnde 24

A-5503 BischofshofenMitterberghitten

TEL.: +43 664 503085 59
Fax: +43 664 53 19
e-mail: hygcen@sorger.at

Date bancare:

35628/00

Creditanstalt BIC 11950
Cont Nr. 0495-

Tribunalul Salzburg
FN180657/y
Cod TVA ATU 46628403




Traducere din limba germana

Material UFC (log) Factor de reducere (log)
suprafete
Concentratia (%) Pepurtitor de germeni
MELISEPTOL
RAPID
Durata de actiune 1 minut
Pardoseala PVC
100 Versiunea 1 S >6,31
Versiunea 2 1,52/0,95/1,08 >6,92 /26,92 /26,92
Xm26,64
75 Versiunea 1 S >6,31
Versiunea 2 0,95/1,18/s 5,26/5,05/5,41
Xm5,36
50 Versiunea 1 1,08 5,71
Versiunea 2 - -
25 Versiunea 1 -
Versiunea 2 Gazon / gazon / gazon ne/ne/ne/
Control (ADS) Versiunea 1 6,79 -
Versiunea 2 7,13/7,18/7,21 (Xn7,17)
Etanol (80 % v/v) Versiunea 1 1,73/1,57/0,48 (Xn 1,26) 5,061/5,2216,31 (X, 5,53)
Versiunea 2 2,22/2,33/1,65/1,43/2,37 4,95/4,8415,5215,7414,80
(Xm2,00) (Xn5,17)
Placi ceramice din sala
de operatie
100 Versiunea 1 S 26,25
Versiunea 2 1,08/s/s/ 5,95/>6,55/>6,55
Xm5,95
75 Versiunea 1 S 26,25
Versiunea 2 1,08/0,95/s/ 5,95/6,08 />6,55
Xm> 6,02
50 Versiunea 1 S 6,25
Versiunea 2 - -
25 Versiunea 1 - -
Versiunea 2 Gazon/gazon/gazon ne/ne/ne.
Control (ADS) Versiunea 1 6,73 -
Versiunea 2 6,81/7,07/7,21 (X 7,03) -
Etanol (80 % v/v) Versiunea 1 0,48 / 0,48 1/0,48(X,0,48) 6,31/6,31/6,31 (Xx 6,31)
Versiunea 2 1,08/0,48/1,65 /1,43 /1,68 5,97/6,56/5,38/5,60/5,35
(Xm1,26) (Xm 5,77)
Legenda: n.e./= neevaluabil
s=sub limita identificabila de 0,48 log pe purtator de germeni -/=neexecutat

Arno Sorger

Administrator ~ Centrum fiir Hygiene
und Medizinische Produktsichercheit GmbH
Dipl.-Ing. Dr. Werksgeldnde 24
A-5503 BischofshofenMitterberghitten

TEL.: +43 664 503085 59
Fax: +43 664 53 19
e-mail: hygcen@sorger.at

Date bancare:

35628/00

Tribunalul Salzburg

Creditanstalt BIC 11950  FN180657/y
Cont Nr. 0495-

Cod TVA ATU 46628403




Traducere din limba germana

Material UFC (log) Factor de reducere (log)
suprafete
Concentratia (%) Pe purtitor de germeni
MELISEPTOL
RAPID
Durata de actiune 2 minute
Pardoseala PVC
100 Versiunea 1 S 26,32
Versiunea 2 s/s/s >6,68 / 26,68 / 26,68
X 26,68
75 Versiunea 1 S 26,32
Versiunea 2 s/s/s >6,68 /6,68 / 26,68
Xm 26,68
50 Versiunea 1 0,48 6,32
Versiunea 2 - -
25 Versiunea 1 -
Versiunea 2 Gazon / gazon / gazon ne/ne/ne/
Control (ADS) Versiunea 1 6,80 -
Versiunea 2 7,19/7,07 /7,21 (Xn7,16)
Etanol (80 % v/v) Versiunea 1 u/1,08/1,71(Xy 1,40) >6,32/5,72 /5,09 (Xn 5,40)
Versiunea 2 0,48/0,78//0,78/0,48/1,32 6,68/6,38/6,38/6,68 /5,84
(X0,77) (X6,39)
Placi ceramice din sala
de operatie
100 Versiunea 1 S >6,28
Versiunea 2 s/s/s >6,36/>6,36/>6,36
Xm=> 6,36
75 Versiunea 1 S 26,28
Versiunea 2 s/s/s >6,36/>6,36/>6,36
Xm> 6,36
50 Versiunea 1 S 26,28
Versiunea 2 - -
25 Versiunea 1 - -
Versiunea 2 Gazon/gazon/gazon ne/ne/ne.
Control (ADS) Versiunea 1 6,76 -
Versiunea 2 6,83/6,84/6,84 (X, 6,84) -
Etanol (80 % v/v) Versiunea 1 s/s/s >6,28 /26,28 / 26,28 (X+>6,28)
Versiunea 2 s/048/048/048/0,78 >6,36/6,36/6,36/6,36/6,06
(X0,55) (Xm6,28)

Legenda:

s=sub limita identificabila de 0,48 log pe purtator de germeni

n.e./= neevaluabil
-/= neexecutat

Administrator

Dipl.-Ing. Dr.
Arno Sorger

Centrum fiir Hygiene
und Medizinische Produktsichercheit GmbH
Werksgeldnde 24

A-5503 BischofshofenMitterberghitten

TEL.: +43 664 503085 59
Fax: +43 664 53 19
e-mail: hygcen@sorger.at

Date bancare:

35628/00

Creditanstalt BIC 11950
Cont Nr. 0495-

Tribunalul Salzburg
FN180657/y
Cod TVA ATU 46628403




Traducere din limba germana

Material
suprafete

UFC (log)

Factor de reducere (log)

Concentratia (%)
MELISEPTOL
RAPID

Pepurtator de germeni

Durata de actiune S5minute

Pardoseala PVC

100

Versiunea 1

>5,56

Versiunea 2

75

Versiunea 1

>5,56

Versiunea 2

50

Versiunea 1

>5,56

Versiunea 2

25

Versiunea 1

Versiunea 2

Control (ADS)

Versiunea 1

6,04

Versiunea 2

Etanol (80 % v/v)

Versiunea 1

u/0,48/u (X-0,48)

5,56 /5,56 >5,56 (Xn5,56)

Versiunea 2

1,18u/1,08 /1,08/0,95/1,08
(Xm1,07)

Placi ceramice din sala
de operatie

100

Versiunea 1

26,20

Versiunea 2

75

Versiunea 1

26,20

Versiunea 2

50

Versiunea 1

Versiunea 2

26,20

25

Versiunea 1

Versiunea 2

Control (ADS)

Versiunea 1

6,68

Versiunea 2

Etanol (80 % v/v)

Versiunea 1

s/s/s

26,28 /26,28 / 26,28 (X 26,28)

Versiunea 2

1,08/095/1,26/0,78/095
(Xn1,00)

Legenda:

n.e./= neevaluabil

s=sub limita identificabila de 0,48 log pe purtator de germeni

-/= neexecutat

Dr. Arno Sorger
Semnatura indescifrabila

Administrator ~ Centrum fiir Hygiene
und Medizinische Produktsichercheit GmbH
Werksgeldnde 24

A-5503 BischofshofenMitterberghitten

Dipl.-Ing. Dr.
Arno Sorger

TEL.: +43 664 503085 59
Fax: +43 664 53 19
e-mail: hygcen@sorger.at

Date bancare:
Creditanstalt BIC 11950
Cont Nr. 0495-
35628/00

FN180657/y

Tribunalul Salzburg

Cod TVA ATU 46628403



PROF. DR. MED. H.-P. WERNER
FACHARZT FUR HYGIENE UND MIKROBIOLOGIE

BARBARAHOF
HUNDESSTRASSE 11
A-5503 BISCHOFSHOFEN-
MITTERBERGHUTTEN
TEL.: +43 664 2809631
Fax: +43 664 2872536
PROF. DR. H.-P. WERNER, BUNDESSTR. 11 , A-5503 MMTERBERGHITTEN

B. Braun Medical AG

Postfach 58
CH-6203 Sempach-Station
Bischofshofen, 31.05.2000
Meliseptol rapid
Fungizide Wirksamkeit im Flichendesinfektionsversuch (OGHMP)

GUTACHTEN

Nach Testung der fungiziden Wirkung des Desinfektionsmittels Meliseptol rapid im
Flachendesinfektionsversuch entsprechend den Anforderungen der OGHMP nach dem derzeitigen

Stand (Prifbericht B 619b von HygCen Bischofshofen vom 29.05.2000) geben wir folgende
Beurteilung;

Das Priparat Meliseptol rapid erreichte im Flichenversuch mit C. albicans nach den Richtlinien der
OGHMP mit dem Konzentrat bei einer Einwirkzeit von 1 Minute eine Keimreduktion um 6 log-
Stufen.

Anwendungsempfehlung fiir die Fliichendesinfektion — C. albicans

/]
e

I. r.ned‘ H.-P. Werner

Meliseptol rapid

konzentriert — 1 Minute Einwirkungszeit

GUTACHTE.DOC Seite ] von 1



Geschiifts-
fiihrer:

Amo Sorger

B. Braun Meéhca] AG

Postfach 58
'CH-6203 Sempach-Station

Meliseptol rapid
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Centrum fur H ygfene
und medizinische Produkisicherheit GmbH

HygCen GmbH - Werksgelande 24 - A- ﬁ'\[!'i Bischofshoten-Mitterberghiitten

Bischofshofen, 29.05.2000

Fungizide Wirksamkeit im Flichendesinfektionsversuch (OGHMP)

Proben-Nr.:
Aufiraggeber:
Auftragsdatum:
Testprodukt:
Rezeptur:

Materialeingang:
Testbeginn:
Testende:

Wirkstoffe nach Firmenangabe:

100 g Konzentrat enthalten

Geruch:
Aussehen des Préparates:
pH-Werte (Glaselektrode):

Priifbericht B 619b

HygCen - Centrum fiir Hygiene und

medizinische Produktsicherheit GmbH
Dipl.-Ing. Dr.  Werksgeliinde 24
A-5503 Bischoflshofen-Mitterberghiitten

B 619

B. Braun Medical AG

15.02.2000

Meliseptol rapid

1/2/01/23; 24.11.99; Formulierung (3)
17.01.2000

24.02.2000

28.02.2000

50 g 1-Propanol
0,075 g Didecyldimethylammoniumchlorid

aromatisch
klare, farblose Fliissigkeit
konzentriert: 7,00

50 %ig in WSH: 6,57

Seite 1 von 6 s
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Centrum fiir Hygiene
und medizinische Produktsicherheit GmbH

BiSChOfShgfen

29.05.00
HygCen GmbH - Werksgeldnde 24 - A-5503 Bischofshofen-Mitterberghiitien

Methodik:
Methodik und Bewertung der Flichendesinfektionspriifung mit Candida albicans* (Stand: Mirz
1998) der &sterreichischen Gesellschaft fiir Hygiene, Mikrobiologie und Praventivmedizin.

Testkeime:
ATCC 10231

Candida albicans

W0

Seite 2 von 6
Telefon: +43 (664 503 85 59 Bankverbindung: Landesgericht Salzburg
Creditanstalt BLZ: 11950  FN 180657 y
Kto-Nr.: 0495-35628/00 UID-Nr.: ATU 46628403

Pritfbericht B 619b
HygCen - Centrum tiir Hygiene und
medizinische Produktsicherheit GmbH  Telefax; +43 (6462 53 19
e-mail: hygeen @sorger.at

Geschiifts-
fiihrer:
Dipl.-Ing. Dr.  Werksgeliinde 24
A-3503 Bischofshofen-Milterberghiitten

Amao Sorger
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Certrum fir Hygiene A/

und medizinische Proqukisicherhelt GmbH

HygCen GmbH - Werksgelinde 24 - A-5503 Bischotshofen-Mitterberghiitten

Priifung der fungiziden Wirkung unter praxisnahen Bedingungen nach der Tupfer-

Abschwemm-Methode der OGHMP

Raumtemperatur: 22°C
Testkeim: C. albicans ATCC 10231

Relative Feuchte: 32%

KBE der Ausgangssuspensionen:  Versuch 1: 9,30 log /ml
Versuch2: 8,92 log/ml
Vor- und Nachkulturen auf Sabouraud-Agar, 48 Stunden / 30°C.
Flichenmaterial : . KBE (log) RF (log)
e Konz (%) pro Keimtriger sy
- von Meliseptol
Einwirkzeit 30 Sekunden
PVC-Bodenbelag
100 1. Vers. - -
2. Vers. u/095/u >6,76 / 6,28 / 26,76
Xy 6,28
75 1. Vers. - -
2. Vers. u/u/u 26,76 / 26,76 / 26,76
Xm 26,76
25 1. Vers. - -
2. Vers Rasen / Rasen / Rasen na./na./na.
Kontrolle (WSH) 1. Vers. -
2. Vers. 7,18/ 7,27/7,26 (x, 7,24)
Ethanol (80 % v/v) I. Vers. - -
2. Vers. 2,31/0,48/233/2,10/2,37 493/6,76/4,91/5,14/ 4,87
(xm 1,92) (X 5,32)
OP-Fliesen
100 1. Vers. - -
2. Vers. u/u/048 26,69 / 26,69/ 6,69
Xm 6,69
75 1. Vers. - -
2. Vers. u/u/u 26,69/ 26,69 / >6,69
X 6,69
25 1. Vers. - -
2. Vers. Rasen / Rasen / Rasen na./na./na.
Kontrolle (WSH) 1. Vers. -
2. Vers, 7,26/ 7,09/ 7,15 (x5 7,17)
Ethanol (80 % v/v) 1. Vers. - -
2. Vers. 1,26/1,91/1,59/1,95/ 1,48 591/5,26/5,57/5,21/5,69
(xn 1,64) (Xm 5,53)
Zeichenerkl#rung: n.a. = nicht auswertbar
u = unter Nachweisgrenze von 0,48 log pro Keimtriger - =nicht durchgefiihrt
Pritfbericht B 619b Seite 3 von 6 —
Geschiifts- HygCen - Centrum fiir Hygiene und Telefon: +43 (664) 503 85 59 Bankverbindung: Landesgericht Salzburg
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HygCen GmbH - Werksgelidnde 24 - A-5503 Bischofshofen-Mitterberghiitien

Flichenmaterial i KBE (log) RF (log).
- von Meliseptol e
Einwirkzeit 1 Minute
PVC-Bodenbelag
100 1. Vers. u >6,31
2. Vers, 1,52/0,95/1,08 26,92 /26,92 / 26,92
Xm 26,64
75 1. Vers. u >6,31
2. Vers 095/1,18/u 526/5,05/541
X 5,36
50 1. Vers. 1,08 5,71
2. Vers. - -
25 1. Vers. - -
2. Vers. Rasen / Rasen / Rasen na./n.a./na
Kontrolle {(WSH) 1. Vers. 6,79
2. Vers. 713/7,18/ 721 (% 7,17)
Ethanol (80 % v/v) 1. Vers. 1,73/ 1,57/ 0,48 (x, 1,26) 5,06/5,22/6,31 (x, 5,53)
2. Vers. 2,22/233/1,65/1,43/237 495/484/552/5,74/4,80
(Xm 2,00) (¥ 5,17)
OP-Fliesen
100 1. Vers. u 26,25
2. Vers. 1,08/u/u 5,95/ 26,55 / 26,55
Xm 3,95
75 1. Vers. u 26,25
2. Vers, 1,08/0,95/u 5,95/6,08/>6,55
Xm 6,02
50 1. Vers. u 26,25
2. Vers. - -
25 1. Vers. - -
2. Vers. Rasen / Rasen / Rasen n.a./na./na.
Kontrolle (WSH) 1. Vers. 6,73
2. Vers. 6,81/7,07/7,21 (Xm 7,03)
Ethanol (80 % v/v) 1. Vers. 0,48 /0,48 / 0,48 (x, 0,48) 6,31/6,31/6,31 (x, 6,31)
2. Vers. 1,08/0,48/1,65/1,43/1,68 595/6,56/5,38/5,60/5,35
(Xm 1,26) (Xw 5,77)
Zeichenerkldrung: n.a. = nicht auswertbar
u = unter Nachweisgrenze von 0,48 log pro Keimtriiger - = nicht durchgefithrt

Pritfbericht B 619b Seite 4 von 6
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Centrum fur H ygrene
und medizinische Produktsicherheit GmbH

HygCen GmbH - Werksgelinde 24 - A-5503 Bischofshofen-Mitterberghiitten

L Konz (%) . Tiekaames
von Meliseptol ' 1
Einwirkzeit 2 Minuten
PVC-Bodenbelag
100 1. Vers. u 26,32
2. Vers. u/u/u >6,68 / 26,68 / 26,68
Xm 26,68
75 1. Vers. u 26,32
Vers. u/u/u 26,68 / =26,68 / 6,68
Xm 26,68
50 1. Vers. 0,48 6,32
2. Vers. - -
25 1. Vers. - B
2, Vers, Rasen / Rasen / Rasen na./na./na.
Kontrolle (WSH) 1. Vers. 6,80
2. Vers. 7,19/ 7,07/ 7,21 (X 7,16)
Ethanol (80 % v/v) 1. Vers. u/1,08/1,71 (x, 1,40) >6,32 /5,72 /5,09 (x,, 5,40)
2. Vers. 0,48/0,78/0,78/0,48 /1,32 6,68/6,38/6,38/6,68/5,84
(Xg 0.77) (X 6,39)
OP-Fliesen
100 1. Vers. u >6,28
2. Vers u/u/u 26,36/ 26,36 / 26,36
Xm 26,36
75 1. Vers. u 26,28
2. Vers, u/u/u 26,36/ 26,36 / 26,36
Xm 26,36
50 1. Vers u >6,28
2. Vers - -
25 1. Vers. - -
2. Vers Rasen / Rasen / Rasen n.a./n.a./na.
Kontrolle {WSH) i. Vers. 6,76
2. Vers. 6,83 /6,84 /6,84 (x, 6,84)
Ethanol (80 % v/v) 1. Vers. u/ufu 26,28/ 26,28/ 26,28 (x, 26,28)
2. Vers u/0,48/0,48/0,48/0,78 >6,36/6,36/6,36/6,36/6,06
(Xm 0,55) (X 6,28)
Zeichenerkldrung: n.a. = nicht auswertbar
u = unter Nachweisgrenze von 0,48 log pro Keimtréiger - = nicht durchgeflihrt

Prilfbericht B 619b
Geschiifts- HygCen - Centrum fiir Hygiene und
fiihrer: medizinische Produktsicherheit GmbH  Telefax: +43 (6462) 53 19

Dipl.-Ing. Dr.
Amo Sorger

Werksgelinde 24
A-5503 Bischofshofen-Milterber ghiitten

Telefon: +43 {664) 503 85 59

e-mail: hygeen@sorger.at
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Centrum fur H ygrene
und medizinische Produkisicherheit GmbH

HygCen GmbH - Werksgelinde 24 - A-5503 Bischolsholen-Mitterberghiitten

A i ¥ ¥ KOIIZ. (% . i i : . T p“) Kcuntrﬁger > .
o Vo Mehseptol ' ! L i
. rapid . ; o
Einwirkzeit 5 Minuten
PVC-Bodenbelag
100 1. Vers. u >5,56
2. Vers. - -
75 1. Vers. u >5,56
2. Vers. - -
50 1. Vers. u >5,56
2. Vers. - -
25 1. Vers, - -
2. Vers. - -
Kontrolle (WSH) 1. Vers. 6,04
2. Vers. -
Ethanol (80 % v/v) 1. Vers. u/ 0,48/ u(x, 0,48) >5,56 /5,56 / >5,56 (X, 5,56)
2. Vers. 1,18u/1,08/1,08/0,95/1,08
(xm 1,07)
OP-Fliesen
100 1. Vers, u 26,20
2. Vers. - -
75 1. Vers. u 26,20
2. Vers. - -
50 1. Vers. u 26,20
2, Vers. - -
25 1. Vers. - -
2. Vers. - -
Kontrolle (WSH) 1. Vers. 6,68
2. Vers -
Ethanol (80 % v/v) 1. Vers. u/ul/u 26,28/ 26,28/ 26,28 (x, 26,28)
2, Vers, 1,08/0,95/1,26/0,78 /0,95
(X 1,00)
Zeichenerklfirung: n.a. = nicht auswertbar
u = unter Nachweisgrenze von 0,48 log pro Keimtriger - =nicht durchgefiihrt
/
Dr, A7@ So
f
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PROF. DOTT. H.P. WERNER
SPECIALISTA IN IGIENE E MICROBIOLOGIA
BARBARAHOF

BUNDESSTRASSE 11

A-5503 BISCHOFSHOFEN-MITTERBERGHUTTEN
TEL. +43 664 2809631

FAX: + 42 664 2872536

B. Braun Medical AG
Postfach 58

CH-6203 Sempach-Station

Bischofshofen, 31.05.2000

Meliseptol rapid .
Efficacia fungicida nel test di disinfezione di superfici (OGHMP)

PERIZIA

A seguito della verifica dell'azione fungicida del disinfettante Meliseptol rapid mediante test di
disinfezione delle superfici conforme ai requisiti OGHMP nella versione attuale (rapporto di prova B
619b di HygCen Bischofshofen del 29.05.2000) pronunciamo la seguente valutazione:

Nel test su superfici con Candida albicans conforme alle linee guida OGHMP il preparato

Meliseptol rapid concentrato ha indotto dopo un tempo d'azione di 1 minuto una riduzione dei
batteri pari a 6 livelli-log.

Raccomandazione per I'impiego per la disinfezione di superfici — C. albicans

Meliseptol rapid
concentrato-tempo d'azione 1 min

Prof. dott. H.-P. Werner
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presidi medico-chirurgici

HygCen GmbH — Werksgelande 24 A-5503 Bischofshofen-Mitterberghiitten

B. Braun Medical AG

Postfach 58

CH-6203 Sempach-Station

Meliseptol rapid

Bischofshofen, 29.05.2000

RAPPORTO SULLA PROVA B 619b

Efficacia fungicida nel test di disinfezione delle superfici (OGHMP)

Codice campione:
Committente:

Data dell’ordine:

Prodotto da testare:
Ricetta:

Entrata materiale:

Inizio della prova:

Fine della prova:

Principi attivi secondo

le indicazioni dell’azienda:

Odore:

Aspetto del preparato:

Valori pH (elettrodo in vetro):

B 619

B. Braun Medical AG

15.02.2000

Meliseptol rapid

1/2/01/23 24.11.99; formulazione (3)
17.01.2000

24.02.2000
28.02.2000

50 g di 1-propanolo

0,075 g di didecil-dimetilammoniocloruro
aromatico

liquido trasparente, incolore

concentrato: 7,00
al 50% in acqua di durezza standardizzata: 6,57



HYG
CEN

Centro per l'igiene e la sicurezza dei

presidi medico-chirurgici
HygCen GmbH — Werksgelande 24 A-5503 Bischofshofen-Mitterberghutten

Metodica:

Metodica e valutazione del test di disinfezione delle superfici con Candida albicans (versione:
marzo 1998) della Societa Austriaca di Igiene, Microbiologia e Medicina Preventiva.

Batteri di prova:

Candida albicans ATCC 10231



HygCen GmbH - Werksgeldnde 24 A-5503 Bischofshofen-Mitterberghutten

HYG
CEN

Centro per l'igiene e la sicurezza dei
presidi medico-chirurgici

Prova dell'azione fungicida in condizioni simili a quelle reali con il metodo OGHMP del

lavaggio con tampone

Temperatura ambiente; 22°C

Batteri di prova: C. albicans ATCC 10231

UFC delle sospensioni iniziali:

Umidita relativa: 32%

Prova 1: 9,30 log / mi
Prova 2: 8,92 log / ml

Pre- e postcolture su agar Sabourand, 48 h / 30°C

Materiale delle
superfici

UFC (log)

FR (log)

Conc. (%) di
Meliseptol rapid

Per supporto .
batterico !

Tempo d'azione 30 secondi

Rivestimento per 100 1° vers. - : -
pavimenti in PVC 2° vers, u/0,95/u | 26,76 /6,28 /26,76
_ _ ! xm 6,28
75 1° vers. - 5 -
2° vers. u/ulu >6,76 / 26,76 /
26,76
Xm = 6,76
25 1° vers. - -
2° vers. prato / prato / prato n.a./n.a./n.a.
i Controllo (acqua 1° vers. -
di durezza 2° vers. 718 /17,27 17,26
standardizzata) (xm 7,24) |
Etanolo (80% v/v) 1° vers. - | -
2° vers 2,31/0,48/2,33/ l 493/6,76/4,91/
2,10/2,37 ! 5,14 /4,87
| _ (xm 1,92) | {(xm 5,32)
Piastrelle di sala 100 1° vers. - | -
operatoria 2° vers, u/u/0,48 I >6,69/>6,69 /6,69
L 5 xm 6,69
75 1° vers. - i -
2° vers. u/ufu | 26,69/26,69 /
>6,69
xm >6,69
25 1° vers. - ! -
2° vers. prato/prato/prato | n.a./na./na. |
| Controllo {(acqua 1° vers. 7,26/7,09/7,15
| di durezza 2° vers. (xm 7,17)
| standardizzata) |
| Etanolo (80% viv) 1° vers. 1,26/1,91/1,59/ | -
2° vers 1,95/1,48 | 5,91/5,26/5,57
! (xm 1,64) | 5,21/5,69

| I—

| (xm 5, 53)




Spiegazione dei simboli:

u = limite di rilevabilita inferiore di 0,48 log per supporto batterico
n.a. = non analizzabile

n.e. = non eseguito




HYG
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Centro per l'igiene e la sicurezza dei

presidi medico-chirurgici
HygCen GmbH - Werksgelande 24 A-5503 Bischofshofen-Mitterberghtitten

Materiale delle UFC (log) FR (log)
superfici
Conc. (%) di Per supporto ]_
Meliseptol rapid batterico |
Tempo d'azione 1 minuto
Rivestimento per 100 1° vers. u > 6,31
pavimenti in PVC 2° vers. 1,52/0,95/1,08 >6,92 /26,92 /
>6,92
xm =>6,64
75 1° vers. u >6,31
2° vers. 0,95/1,18/u 5,26 /5,05/5,41
xm 5,36
50 1° vers, 1,08 5,71
2° vers, - -
25 1° vers. - -
2° vers. prato / prato / prato n.a./n.a./na.
Controllo (acqua 1° vers. 6,79
| di durezza 2° vers. 7,13/7,18177.,21
standardizzata) (xm 7,17)
Etanolo (80% viv) | 1° vers. 1,73/1,57 /0,48 >5,06/5,22 /6,31
2° vers {(xm 1,26) (xm 5,53)
222/233/165/ | 495/4,84/552/
1,43/2,37 5,74 /1 4,80
(xm 2,00) (xm 5,17)
Piastrelle di sala 100 1° vers. ' u >6,25
operatoria 2° vers. 1,08/u/u 595/>6,55 /
>6,55
xm 5,95
75 1° vers. u >6,25
2° vers. 1,08/0,95/u 5,95 />6,08 />6,55
xm 6,02
50 i 1° vers. u 26,25
2° vers. - -
25 1° vers. - | -
2° vers. prato / prato / prato n.a./n.a./n.a.
Controllo (acqua | 1° vers. 6,73
di durezza 2° vers. 6,81/7,07/7, 21
standardizzata) {xm 7,03)
Etanolo (80% v/v) 1° vers. | 0,48/0,48 /0,48 6,31/6,31/6,31
2° vers (xm 0,48) (xm 6,31)
1,08/0,48/165/ | 595/6,56//5,38/
1,43/1,68 /5,60/5,35
(xm 1,26) (xm 5, 77)

Spiegazione dei simboli:

u = limite di rilevabilita inferiore di 0,48 log per supporto batterico
n.a. = non analizzabile

n.e. = non eseguito
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Materiale delle UFC (log) FR (log)
superfici
Conc. (%) di Per supporto
Meliseptol rapid batterico
Tempo d'azione 2 minuti
Rivestimento per 100 1° vers. u =>6,32
pavimenti in PVC 2° vers. u/u/u >6,68 />6,68 /
>6,68
Xxm =6,68
75 1° vers. u =>6,32
2° vers. ufulfu >6,68 />6,68/
>6,68
xm 26,68
50 17 vers. 0,48 6,32
2° vers. - -
25 1° vers. - ; -
2° vers. prato/prato/prato | n.a./n.a./n.a.
Controllo (acqua 1° vers. 6,80
di durezza 2° vers. 7,19/7,07/7,21
standardizzata) (xm 7,16) |
Etanolo (80% viv) 1° vers. u/1,08/1,71 (xm >6,32/5,72/
| 2° vers 1,40) _ 5,09 (xm 5,40)
| 0,48/0,78/0,78/ | 6,68/6,38/
0,48 /1,32 : 6,38/6,68/
- (xm 0,77) | 5,84 (xm 6,39)
' Piastrelle di sala 100 1° vers. u | >6,28
operatoria 2° vers. u/u/u >6.36 /26,36 /
, =6,36
xm >6,36
75 1° vers. u >6,28
- 2° vers. ufulu >6.36 /26,36 /
=6,36
Xm =6,36
50 1° vers. u >6,28
2° vers. - -
25 1° vers. - -
| 2° vers. prato / prato / prato na./n.a./n.a.
{ Controllo (acqua 1° vers. 6,76
'di durezza 2° vers. 6,83/6,84 /6,84
| standardizzata) (xm 6,84)
Etanolo (80% viv) 1° vers. u/ufu >6,28 /26,28 /
2° vers u/0,48/0,48/0,48 | =628 (xm 26,28)
/0,78 >6,36 /6,36 /6,36 /
(xm 0,55) 6,36/ 6,06
(xm 6,28)

Spiegazione dei simboli:

u = limite di rilevabilita inferiore di 0,48 log per supporto batterico

n.a. = non analizzabile

n.e. = non eseguito
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Materiale delle UFC (log) FR (log)
superfici
Conc. (%) di Per supporto
Meliseptol rapid batterico
Tempo d'azione 5 minuti
Rivestimento per 100 1° vers. u >5,56
pavimenti in PVC 2° vers. - -
75 1° vers. u >5,56
2° vers. - -
50 1° vers. u >5,56
2° vers. - -
25 1° vers. - -
2° vers. -
Controllo (acqua 1° vers. 6,04
| di durezza 2° vers. -
{ standardizzata)
| Etanolo (80% viv) 1° vers. u/0,48/u >5,56 /5,56 /
= 2° vers (xm 0,48) >5,56 (xm 5,56)
1,18u/1,08/1,08/
0,95/1,08
(xm 1,07)
Piastrelle di sala 100 1° vers. u >6,20
operatoria 2° vers. - -
75 1° vers, u =6,20
2° vers. - -
50 1° vers. u >6,20
2° vers. - -
25 1° vers. - -
2° vers. - -
Controllo (acqua 1° vers. 6,68
di durezza 2° vers. -
standardizzata) |
Etanolo (80% viv) | 1° vers. u/u/u >6,28 /26,28 /
2° vers 1,08/095/1,26/ | >6,28 (xm 6,28)
0,78/0,95
| {xm 1,00)

Spiegazione dei simboli:

u = limite di rilevabilita inferiore di 0,48 log per supporto batterico

n.a. = non analizzabile
n.e. = non eseguito

Dott. Arno Sorger
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B. Braun Medical AG Dasme

Seesatz 17

CH- 6204 Sempach

Meliseptol rapid
EN 14348

Akkreditie
n-p

0-P

Tk . o' ZLG-AP-314.10.23

2019-01-31
Dr. We/Ra

Quantitativer Suspensionsversuch — Mykobakterizide Wirkung (Phase 2, Stufe 1)
Quantitative suspension test - Mycobactericidal activity (phase 2, step 1)

niedrige Belastung / clean conditions

PRUFBERICHT / TESTREPORT

Proben-Nr. /
identification of the test laboratory:

Prifungsnummer / test number:
Prifprodukt / test product:

Chargen-Nr. / batch number:

Auftraggeber / customer:

Auftragsdatum / date of order.
Materialeingang / date of delivery:
Lagerbedingungen / storage conditions:
Vom Hersteller empfohlenes Verdinnungs-
mittel / product diluent recommended by the
manufacturer for use:

Aussehen / appearance:

Geruch / odour.

Wirkstoff(e) laut Herstellerangaben in 100g /
active substance(s) per 100g:

SN 26572
2018-2587
Meliseptol rapid
17454M12

B. Braun Medical AG.
2018-11-05
2018-11-12

die des Herstellers / those of the manufacturer

konzentrierte Anwendung / concentrated application
klare, farblose FlUssigkeit / clear, colourless liquid
alkoholisch, aromatisch / alcoholic, aromatic

50% Propanol-1-ol,
0.075% Didecyldimethylammoniumchlorid

2018-2587 Seite / page 1 von / of 16

Geschaftsiiihrung: Dr. med. univ. Sebastian Werner | Dipl.-ing. [FHI Margrit Werner | Amtsgericht Schwerin HRE 4792 | UST -Nr DE 172 557 B4
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Prifmethode / test method:

Prlfzeitraum / period of analysis:
PrOftemperatur / test temperature:
Prifkonzentration(en) /

product test concentration(s):

Einwirkzeit(en) / contact time(s):

Auszahlverfahren / counting procedure:

Inkubation / incubation:

Probenverdinnungsmittel /
diluent used for product test solution:

Methode der Neutralisation /
method of neutralisation:

Stabilitat und Aussehen des
Prafproduktes wahrend der Prifung /
stability and appearance of the mixture
during the procedure:

(Fivecen
"

EN 14348 (2005)

Quantitativer Suspensionsversuch zur Bestimmung
der mykobakteriziden Wirkung chemischer
Desinfektionsmittel im humanmedizinischen Bereich
einschl. der Instrumentendesinfektionsmittel —
Priifmethode und Anforderungen (Phase 2, Stufe 1)

EN 14348 (2005)

Quantitative suspension test for the evaluation of
mycobactericidal activity of chemical disinfectants in
the medical area including instrument disinfectants —
test method and requirements (phase 2, step 1)

modifiziertes Verfahren durch die Prifung von 97% /
modified method by testing of 97%

modifiziertes Verfahren durch die Neutralisation mittels
Membranfiltrationsmethode in Anlehnung an EN 13727 /
modified method by neutralisation with membrane
filtration method according to EN 13727

SOP 02-051

2018-11-29 bis / to 2018-12-20
2019-01-09 bis / to 2019-01-30

20°C £ 1°C

97%, 80%, 50% (v/v)

Endkonzentrationen / end concentrations

Y2, 1 und / and 5 Minuten / minutes
Oberflachenverfahren / spread plate method

36°C + 1°C —21d
destilliertes Wasser / distilled water
VerdUnnungs-Neutralisation / dilution neutralisation,

Membranfiltration / membrane filtration

kein Niederschlag oder Ausféllungen /
no flocculants or precipitation

2018-2587 Seite / page 2 von / of 16



Neutralisationsmittel / neutralizer:

Spulflussigkeit / rinsing liquid:
Belastungssubstanz(en) /
interfering substance(s):

Prifkeim(e) / test strain(s):

pH-Wert(e) / pH-value(s):

Priufanforderunq / requirement:

EN 14348:

(Fivecen
"

1,0 % Tween 80 + 3,0 % Saponin + 0,1 % Histidin +
0,5 % Natrium- Thiosulfat / 1.0 % polysorbate 80 + 3.0 %
saponin + 0.1 % histidine + 0.5 % sodium thiosulphate

VerdUnnungsflissigkeit + 0,5% Tween 80 /
diluent + 0.5% polysorbate 80

niedrige Belastung / clean conditions:
0,39/l Rinderserumalbumin / 0.3g/I bovine serum albumin

Mycobacterium terrae ATCC 15755
Mycobacterium avium ATCC 15769
97% in a.d.:* 6.91
80% in a.d.:* 6.51
50% in a.d.:* 6.18

* a.d. = destilliertes Wasser / distilled water

Reduktion / reduction 24lg

2018-2587 Seite / page 3 von / of 16



Prifergebnisse nach /

HYGCEN'
L~

test results according to

EN 14348
Priifkeim / test strain:

Belastungssubstanz /
interfering substance:

Meliseptol rapid

Mycobacterium terrae ATCC 15755

niedrige Belastung / clean conditions

Methode der Neutralisation /
method of neutralisation Verdiinnungs- Neutralisation / dilution neutralisation

Validierungq / validation:

Validierung / validation:
Validierungs- Einwirkzeit / Kontrolle / Kontrolle / Kontrolle /
suspension / contact time control control control
Validation- (min.) (97%)
suspension
(Nvo) (A) (B) (€)
10" Vei: 18+18 Vei: 13+21 |Vci: 18+10 |Vci: 0+0
10" Vc2: 19+16 s Ve2: 16+18 |Vc2: 17+10 |Vc2: 0+0
amin.

Nvo: 36.5 A: 34.0 |B: 275 |C: 0
f;sgf 5:,',.3:9”"'9/ jal yes ja/ yes ja/ yes nein/ no
107" Vet: 18+18 Vei: 15+12 |Vc1: 18+10 |Vci: 0+0
10" Vc2: 19+16 1min Ve2: 13+18 |Vc2: 17+10 |Vc2: 0+0
Nvo: 36.5 A: 29.0 |B: 275 |C: 0
:E;sgf‘lzgl;z:gultlg/ jalyes ja/ yes ja/ yes nein/ no
10" Vei: 18+18 Vei: 15417 |Vci: 18+10 |Vci: 0+0
10" Vc2: 19+16 5min Ve2: 15+19 |Vc2: 17+10 |Vc2: 0+0
Nvo: 36.5 A: 33.0 |B: 275 |C: 0
Eergf ‘I;-:Iliz:gultlg/ jal/ yes ja/ yes jal/ yes nein / no

Verifizierung / verification:

Nvo ist zwischen 30 und 160 KBE/ml (3,0x10" und 1,6x102) /
is between 30 and 160 cfu/ml (3.0x10" and 1.6x10?)
A, B, C ist gleich oder gréBer als 0.5 x Nvg, jedoch nicht fir Kontrolle C / is equal to or greater than 0.5 x Nv,, but not for

control C

Legende / legend:

Nvo Anzahl der KBE/mI der Validierungssuspension im Priifgemisch / number of cfu/ml of the test suspension for
validation in the test mixture

A Anzahl der KBE/mI der Kontrolle der experimentellen Bedingungen / number of cfu/ml of the experimental condition
control

B Anzahl der KBE/mI der Kontrolle der fehlenden Toxizitat des Neutralisationsmediums / number of cfu/ml of the

neutralizer non-toxicity control

C die Anzahl der KBE/mI der Kontrolle der Methode der Neutralisation mittels Verdiinnungs-Neutralisation / is number
of cfu/ml of the dilution neutralization test control

nd ist nicht durchgeuhrt / is not done

(E) ist die Eigenhemmung / is inhibition

na ist nicht auswertbar / is not evaluable

Bei der Kontrolle der gewichteten Mittelwerte der Auszéhlungen sind die Quotienten nicht kleiner als 5 und nicht gréBer als 15.
/ In the control of the weighted mean the quotients are not less than 5 and not greater than 15.

2018-2587 Seite / page 4 von / of 16



HYGCEN'
L~

Prifergebnisse nach /
test results according to
EN 14348

Prifkeim / test strain:

Belastungssubstanz /
interfering substance:

Meliseptol rapid

Mycobacterium terrae ATCC 15755

niedrige Belastung / clean conditions

Methode der Neutralisation /
method of neutralisation

Verdiinnungs- Neutralisation / dilution neutralisation

Prifsuspension und Prifung / test suspension and test:

Keimsuspension N und No/
test suspension N and Ny
Vci | Ve2
108 81+79 68+89
109 13+7 15+16
N: 1.67x1010
No: 1.67x108
Ig No: 8.22
Ergebnis giiltig / ja/yes
test valid:
Prifkonzen- Prafverfahren nach Einwirkzeiten (Min.) /
trationen(v/v) / test procedure after contact time (min.)
test concen- Yo 1 5
trations (v/v) Vci Ve2 Vel Ve2 Vel Ve2
100; 0+0 0+0 0+0 0+0 0+0 0+0
10: 0+0 0+0 0+0 0+0 0+0 0+0
102 0+0 0+0 0+0 0+0 0+0 0+0
103; 0+0 0+0 0+0 0+0 0+0 0+0
97%
Na: <140 <140 <140
IgNa: <2.15 <2.15 <2.15
IgR: >6.07 >6.07 >6.07
IgR24 ja/yes ja/yes ja/yes
100; 0+0 0+0 0+0 0+0 0+0 0+0
10: 0+0 0+0 0+0 0+0 0+0 0+0
102 0+0 0+0 0+0 0+0 0+0 0+0
103; 0+0 0+0 0+0 0+0 0+0 0+0
80%
Na: <140 <140 <140
IgNa: <2.15 <2.15 <2.15
IgR: >6.07 >6.07 >6.07
IgR24 ja/yes ja/yes ja/yes
100; 0+0 0+0 0+0 0+0 0+0 0+0
10: 0+0 0+0 0+0 0+0 0+0 0+0
102 1+0 0+0 0+0 0+0 0+0 0+0
103; 2+0 1+0 0+0 0+0 0+0 0+0
50%
Na: 1.5x104 <140 <140
IgNa: 418 <2.15 <2.15
IgR: 4.04 >6.07 >6.07
IgR24 ja/ yes ja/ yes ja/ yes
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Verifizierung / verification:
N ist zwischen 1,5x10° und 5,0x10° KBE/ml (9,17 <IgN < 9,70) /
is between 1.5x10° and 5.0 x 10° cfu/ml (9.17 < IgN < 9.70)
N modified ist zwischen 1,5x10'° und 5,0x10'% KBE/ml (10,17 <IgN < 10,70) /
is between 1.5x10'° and 5.0 x 107° cfu/ml (10.17 < IgN < 10.70)
No ist zwischen 1,5x108 und 5,0x108 KBE/ml (8,17 < Ig No < 8,70) /
is between 1.5x10° cfu/ml and 5.0x108 cfu/ml (8.17 < Ig No < 8.70)

Legende / legend:
N ist die Anzahl der KBE/ml| der Keimsuspension / is the number of cfu/ml of the test suspension
No ist die Anzahl der KBE/ml der Keimsuspension im Prifgemisch /
is the number of cfu/ml in the test mixture
IgR Reduktion (Ig)/ reduction (Ig)

R ist die Reduktion der Lebendkeimzahl / is the reduction of viability

Na ist die Anzahl der Uberlebenden Keime je ml Priifgemisch (am Ende der Einwirkzeit) / is the
number of viable count per ml in the test suspension (at the end of the contact time)

(E) ist Eigenhemmung / is inhibition

nd ist nicht durchgefihrt / is not done

na ist nicht auswertbar / is not evaluable

Bei der Kontrolle der gewichteten Mittelwerte der Auszahlungen sind die Quotienten nicht kleiner als 5
und nicht gréBer als 15. / In the control of the weighted mean the quotients are not less than 5 and not
greater than 15.
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Prifergebnisse nach /

test results according to

EN 14348
Priifkeim / test strain:

Belastungssubstanz /
interfering substance:

Meliseptol rapid

Mycobacterium terrae ATCC 15755

niedrige Belastung / clean conditions

Methode der Neutralisation /

method of neutralisation

Validierungq / validation:

Membranfiltration / membrane filtration

HYGCEN'
L~

Validierung / validation:
Validierungs- Einwirkzeit / Kontrolle / Kontrolle / Kontrolle /
suspension / contact time control control control
validation (min.) (97%)
suspension
(Nvo) (A) (B) (9)
10" Vet: 17+18 Vel 29 Vet 31 Vel 30
107" Ve2: 17+18 e Ve2: 18 Ve2: 34 Ve2: 25
amin.
Nvo: 35.0 A: 23.5 |B: 325 |C: 27.5
Ergebnis gliltig / . . . .
test valid: ja/ yes ja/ yes ja/ yes ja/ yes
10" Vei: 17+18 Vel 26 Vci: 31 Vel 22
10" Ve2: 17+18 1min Ve2: 29 Ve2: 34 Ve2: 28
Nvo: 35.0 A: 275 |B: 325 |C: 25.0
Ergebnis giiltig / . . . .
test valid: ja/ yes ja/ yes ja/ yes ja/ yes
10" Vet: 17+18 Vel 25 Vet 31 Vel 29
10" Ve2: 17+18 . Ve2: 21 Ve2: 34 Ve2: 25
5min.
Nvo: 35.0 A: 23.0 |B: 325 |C: 27.0
Ergebnis gliltig / . . . .
test valid: jJa/yes jalyes ja/yes jalyes
Verifizierung / verification:
Nvo ist zwischen 30 und 160 KBE/ml (3,0x10" und 1,6x102) /
is between 30 and 160 cfu/ml (3.0x10" and 1.6x10?)
A, B, C ist gleich oder gréBer als 0.5 x Nvo, jedoch nicht fir Kontrolle C/
is equal to or greater than 0.5 x Nv,, but not for control C
Legende / legend:
Nvq Anzahl der KBE/mI der Validierungssuspension im Priifgemisch /
number of cfu/ml of the test suspension for validation in the test mixture
A Anzahl der KBE/mI der Kontrolle der experimentellen Bedingungen /
number of cfu/ml of the experimental condition control
B Anzahl der Uberlebenden Zellen in der Kontrolle des Neutralisationsmediums oder des Filtrationsvorganges / Number
of survivors of the neutralizer control or the filtration control
C Anzahl der Uiberlebenden Zellen in der Verfahrensvalidierung. / Number of survivors of the method validation
nd ist nicht durchgeuhrt / is not done
(E) ist die Eigenhemmung / is inhibition
na ist nicht auswertbar / is not evaluable

Bei der Kontrolle der gewichteten Mittelwerte der Auszéhlungen sind die Quotienten nicht kleiner als 5 und nicht gréBer als 15. /
In the control of the weighted mean the quotients are not less than 5 and not greater than 15.
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Priufergebnisse nach /
test results according to

EN 14348

Priifkeim / test strain:

Meliseptol rapid

Mycobacterium terrae ATCC 15755

Belastungssubstanz /

interfering substance:

niedrige Belastung / clean conditions

Methode der Neutralisation /

method of neutralisation

Membranfiltration / membrane filtration

Prifsuspension und Prifung / test suspension and test:

Keimsuspension N und No /
test suspension N and Ny
modifiziert / modified
|
108 129+123 130+89
10° 13+14 13+13
N: 2.38x1010
No: 2.38x108
Ig No: 8.38
Ergebnis giltig / .
test valid: jalyes
Prifkonzen- Prafverfahren nach Einwirkzeiten (Min.) /
trationen(v/v) / test procedure after contact time (min.)
test concen- Vo 1 5
trations (v/v) Vel Ve2 Vel Ve2 Vel Ve2
100: 86 73 0 0 0 0
101 8 8 0 0 0 0
102 0 0 0 0 0 0
3.
97% 103: 0 0 0 0 0 0
Na: 795 <140 <140
IgNa: 2.90 <2.15 <2.15
IgR: 5.48 >6.23 >6.23
IgR24 ja/yes ja/ yes ja/yes
100: 96 93 5 11 0 0
10°": 14 14 0 1 0 0
102 3 2 0 0 0 0
3.
80% 103: 0 0 0 0 0 0
Na: 945 <140 <140
IgNa: 2.98 <2.15 <2.15
IgR: 5.40 >6.23 >6.23
IgR24 ja/yes ja/yes ja/yes
100; >165 >165 0 1 0 0
101 38 39 0 0 0 0
102 3 3 0 0 0 0
3.
50% 103: 0 0 0 0 0 0
Na: 3.85x103 <140 <140
IgNa: 3.58 <2.15 <2.15
IgR: 4.80 >6.23 >6.23
IgR24 ja/yes ja/yes ja/yes
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Verifizierunq / verification.

N
N modified

No

ist zwischen 1,5x10° und 5,0x10° KBE/ml (9,17 <IgN < 9,70) /

is between 1.5x10° and 5.0 x 109 cfu/ml (9.17 < IgN < 9.70)

ist zwischen 1,5x10'% und 5,0x10'° KBE/ml (10,17 < IgN < 10,70) /
is between 1.5x10"% and 5.0 x 107° cfu/ml (10.17 < IgN < 10.70)
ist zwischen 1,5x108 und 5,0x108 KBE/ml (8,17 <Ig No < 8,70) /

is between 1.5x108 cfu/ml and 5.0x108 cfu/ml (8.17 < lg No < 8.70)

Legende / legend.

N
No

IgR
R
Na

(E)
nd
na

ist die Anzahl der KBE/ml| der Keimsuspension / is the number of cfu/ml of the test suspension
ist die Anzahl der KBE/ml der Keimsuspension im Priifgemisch /

is the number of cfu/ml in the test mixture

Reduktion (Ig)/ reduction (Ig)

ist die Reduktion der Lebendkeimzahl / is the reduction of viability

Anzahl der Uberlebenden Zellen per ml in dem Priifgemisch am Ende der Einwirkzeit und vor
der Neutralisation oder Membranfiltration / number of survivors per ml in the test mixture at the
end of the contact time and before neutralisation or membrane filtration

ist Eigenhemmung / is inhibition

ist nicht durchgefihrt / is not done

ist nicht auswertbar / is not evaluable

Bei der Kontrolle der gewichteten Mittelwerte der Auszahlungen sind die Quotienten nicht kleiner als 5
und nicht gréBer als 15. / In the control of the weighted mean the quotients are not less than 5 and not
greater than 15.
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Prifergebnisse nach /

HYGCEN'
=

test results according to

EN 14348
Priifkeim / test strain:

Belastungssubstanz /
interfering substance:

Meliseptol rapid

Mycobacterium avium ATCC 15769

niedrige Belastung / clean conditions

Methode der Neutralisation /
method of neutralisation Verdiinnungs- Neutralisation / dilution neutralisation

Validierunq / validation:

Validierung / validation:
Validierungs- Einwirkzeit / Kontrolle / Kontrolle / Kontrolle /
suspension / contact time control control control
validation (min.) (97%)
suspension
(Nvo) (A) (B) (©)
10" Vei: 25+31 Vei: 18+28 |Vc1: 18+25 |Vci: 0+0
10" Vc2: 22+22 s Ve2: 16+28 |Vc2: 28+12 |Vc2: 0+0
amin.

Nvo: 50.0 A: 45.0 |B: 415 |C: 0
Eergf 5:,'1.3:9”"'9/ ja/ yes jal/ yes jal/ yes nein / no
10" Vei: 25+31 Vei: 17+27 |Vc1: 18+25 |Vc1: 0+0
10" Vc2: 22422 1min Vc2: 19+21 |Vc2: 28+12 |Vc2: 0+0
Nvo: 50.0 A: 42.0 |B: 415 |C: 0
Eergf 5:,'1.3:9”"'9/ jal/ yes jal/ yes jal/ yes nein / no
10" Vei: 25+31 Vei: 17+34 |Vc1: 18+25 |Vci: 0+0
10" Vc2: 22+22 5min Ve2: 10+25 |Vc2: 28+12 |Vc2: 0+0
Nvo: 50.0 A: 43.0 |B: 415 |C: 0
:E;sgf‘lzgl;z:gultlg/ jalyes ja/ yes ja/ yes nein/ no

Verifizierung / verification:

Nvo ist zwischen 30 und 160 KBE/ml (3,0x10" und 1,6x102) /
is between 30 and 160 cfu/ml (3.0x10" and 1.6x10?)
A, B, C ist gleich oder gréBer als 0.5 x Nvg, jedoch nicht fir Kontrolle C / is equal to or greater than 0.5 x Nv,, but not for

control C

Legende / legend:

Nvo Anzahl der KBE/mI der Validierungssuspension im Prifgemisch / number of cfu/ml of the test suspension for

validation in the test mixture

A Anzahl der KBE/mI der Kontrolle der experimentellen Bedingungen / number of cfu/ml of the experimental condition
control

B Anzahl der KBE/mI der Kontrolle der fehlenden Toxizitat des Neutralisationsmediums / number of cfu/ml of the
neutralizer non-toxicity control

C die Anzahl der KBE/ml der Kontrolle der Methode der Neutralisation mittels Verdliinnungs-Neutralisation / is number
of cfu/ml of the dilution neutralization test control

nd ist nicht durchgeuhrt / is not done

(E) ist die Eigenhemmung / is inhibition

na ist nicht auswertbar / is not evaluable

Bei der Kontrolle der gewichteten Mittelwerte der Auszé&hlungen sind die Quotienten nicht kleiner als 5 und nicht gréBer als 15.
/ In the control of the weighted mean the quotients are not less than 5 and not greater than 15.
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Prifergebnisse nach /

test results according to

EN 14348 Meliseptol rapid

Prifkeim / test strain: Mycobacterium avium ATCC 15769

Belastungssubstanz /
interfering substance: niedrige Belastung / clean conditions

Methode der Neutralisation /
method of neutralisation Verdiinnungs- Neutralisation / dilution neutralisation

Prifsuspension und Priifunq / test suspension and test:

Keimsuspension N und No/
test suspension N and Ny
Vel | Vc2
108 97+108 120+101
10 17+22 18+12
N: 2.25x1010
No: 2.25x108
Ig No: 8.35
Ergebnis giiltig / ja/yes
test valid:
Prifkonzen- Prifverfahren nach Einwirkzeiten (Min.) /
trationen(v/v test procedure after contact time (min.)
)/ Yo 1 5
;f;f;,?g‘()f/’;) Vet Ve2 Ve Ve2 Ve Ve2
100:  >330(E)+>330(E) >330(E)+>330(E)| >330(E)+0 0+0 040 040
107":  >330+>330 >330+>330 31+19 41+37 0+0 0+0
102:  >330+>330 >330+>330 2+1 2+1 0+0 0+0
97% 103: 44+60 46+53 1+0 0+0 0+0 0+0
Na: 1.02x10¢ 6.4x103 <140
IgNa: 6.01 3.81 <2.15
IgR: 2.24 4.44 >6.20
IgR24 nein / no ja/ yes ja/yes
100:  >330(E)+>330(E) >330(E)+>330(E)|>330(E)+>330(E) >330(E)+>330(E) 0+0 0+0
10"  >330(E)+>330(E) >330(E)+>330(E)| 119+152 153+125 0+0 0+0
102: >330+>330 >330+>330 10+18 15+11 0+0 0+0
103 119+85 119+94 1+1 1+1 0+0 0+0
80%
Na: 2.08x108 2.74x104 <140
IgNa: 6.32 4.44 <2.15
IgR: 1.93 3.91 >6.20
IgR24 nein/ no nein/ no ja/ yes
100:  >330(E)+>330(E) >330(E)+>330(E)|>330(E)+>330(E) >330(E)+>330(E) 0+0 0+0
10" >330(E)+>330(E) >330(E)+>330(E)|>330(E)+>330(E) >330(E)+>330(E) 0+0 0+0
102 >330+>330 >330+>330 60+38 77+59 0+0 0+0
50% 103 183+248 138+308 1245 7+9 0+0 0+0
Na: 4.38x108 1.21x10° <140
IgNa: 6.64 5.08 <2.15
IgR: 1.61 3.17 >6.20
IgR24 nein/ no nein / no ja/ yes
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Verifizierung / verification:
N ist zwischen 1,5x10° und 5,0x10° KBE/ml (9,17 <IgN < 9,70) /
is between 1.5x10° and 5.0 x 109 cfu/ml (9.17 < IgN < 9.70)
N modified ist zwischen 1,5x10'° und 5,0x10'° KBE/ml (10,17 <IgN < 10,70) /
is between 1.5x10° and 5.0 x 107° cfu/ml (10.17 < IgN < 10.70)
No ist zwischen 1,5x108 und 5,0x108 KBE/ml (8,17 <Ig No < 8,70) /
is between 1.5x108 cfu/ml and 5.0x108 cfu/ml (8.17 < lg No < 8.70)

Legende / legend:
N ist die Anzahl der KBE/ml der Keimsuspension / is the number of cfu/ml of the test suspension
No ist die Anzahl der KBE/ml der Keimsuspension im Prifgemisch /
is the number of cfu/ml in the test mixture
IgR Reduktion (Ig)/ reduction (Ig)

R ist die Reduktion der Lebendkeimzahl / is the reduction of viability

Na ist die Anzahl der Uberlebenden Keime je ml Priifgemisch (am Ende der Einwirkzeit) / is the
number of viable count per ml in the test suspension (at the end of the contact time)

(E) ist Eigenhemmung / is inhibition

nd ist nicht durchgefiihrt / is not done

na ist nicht auswertbar / is not evaluable

Bei der Kontrolle der gewichteten Mittelwerte der Auszahlungen sind die Quotienten nicht kleiner als 5
und nicht gréBer als 15. / In the control of the weighted mean the quotients are not less than 5 and not
greater than 15.
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Prifergebnisse nach /

test results according to

EN 14348
Priifkeim / test strain:

Belastungssubstanz /
interfering substance:

Meliseptol rapid
Mycobacterium avium ATCC 15769

niedrige Belastung / clean conditions

Methode der Neutralisation /

method of neutralisation

Validierungq / validation:

Membranfiltration / membrane filtration

HYGCEN'
L~

Validierung / validation:
Validierungs- Einwirkzeit / Kontrolle / Kontrolle / Kontrolle /
suspension / contact time control control control
validation (min.) (97%)
suspension
(Nvo) (A) (B) (©)
10" Vet: 15+19 Vci: 55 Vci: 58 Vci: 44
107" Ve2: 18+16 1min Vc2: 49 Vc2: 55 Ve2: 45
Nvo: 34.0 A: 520 |B: 56.5 |C: 44.5
Ergebnis giiltig / . . . .
test valid: ja/ yes ja/ yes ja/ yes ja/ yes
10" Vei: 15419 Vei: 43 Vei: 58 Vei: 45
10" Vc2: 18+16 . Ve2: 39 Ve2: 55 Ve2: 47
5min.
Nvo: 34.0 A: 41.0 |B: 56.5 |C: 46.0
Ergebnis glltig / . . . .
test valid: jalyes jalyes jalyes Ja/yes
Verifizierung / verification:
Nvo ist zwischen 30 und 160 KBE/ml (3,0x10" und 1,6x102) /
is between 30 and 160 cfu/ml (3.0x10" and 1.6x107)
A, B, C ist gleich oder gréBer als 0.5 x Nvg, jedoch nicht fir Kontrolle C/
is equal to or greater than 0.5 x Nv, but not for control C
Legende / legend:
Nvo Anzahl der KBE/mI der Validierungssuspension im Priifgemisch /
number of cfu/ml of the test suspension for validation in the test mixture
A Anzahl der KBE/ml der Kontrolle der experimentellen Bedingungen /
number of cfu/ml of the experimental condition control
B Anzahl der Uberlebenden Zellen in der Kontrolle des Neutralisationsmediums oder des Filtrationsvorganges / Number
of survivors of the neutralizer control or the filtration control
C Anzahl der Uberlebenden Zellen in der Verfahrensvalidierung. / Number of survivors of the method validation
nd ist nicht durchgeuhrt / is not done
(E) ist die Eigenhemmung / is inhibition
na ist nicht auswertbar / is not evaluable

Bei der Kontrolle der gewichteten Mittelwerte der Auszé@hlungen sind die Quotienten nicht kleiner als 5 und nicht gréBer als 15. /
In the control of the weighted mean the quotients are not less than 5 and not greater than 15.
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Prifergebnisse nach /
test results according to
EN 14348

Priifkeim / test strain:

Belastungssubstanz /
interfering substance:

Methode der Neutralisation /
method of neutralisation

HYGCEN'
L~

Meliseptol rapid

Mycobacterium avium ATCC 15769
niedrige Belastung / clean conditions

Membranfiltration / membrane filtration

Prifsuspension und Priifunq / test suspension and test:

Keimsuspension N und No /
Test suspension N and Ny
modifiziert / modified
|
108 84+99 98+95
109 12+8 16+5
N: 1.90x1010
No: 1.90x108
Ig No: 8.28
Ergebnis giiltig / .
test valid: jalyes
Prifkonzen- Prifverfahren nach Einwirkzeiten (Min.) /
trationen(v/v) / test procedure after contact time (min.)
test concen- 1 5
trations (v/v) Vel Ve2 Vel Ve2
100 12 11
10°": 4 1
102 0 0 n.d.
-3.
97% 103 0 0
Na: <140
IgNa: <2.15
IgR: >6.13
IgR24 ja/yes n.d.
100 0 0
10°": 0 0
102 n.d. 0 0
-3.
80% 103 0 0
Na: <140
IgNa: <2.15
IgR: >6.13
IgR24 ja/yes
100 1 0
10°": 0 0
102 n.d. 0 0
-3.
50% 103 0 0
Na: <140
IgNa: <2.15
IgR: >6.13
IgR24 ja/yes
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Verifizierunq / verification.

N
N modified

No

ist zwischen 1,5x10° und 5,0x10° KBE/ml (9,17 <IgN < 9,70) /

is between 1.5x10° and 5.0 x 109 cfu/ml (9.17 < IgN < 9.70)

ist zwischen 1,5x10'% und 5,0x10'° KBE/ml (10,17 < IgN < 10,70) /
is between 1.5x10"% and 5.0 x 107° cfu/ml (10.17 < IgN < 10.70)
ist zwischen 1,5x108 und 5,0x108 KBE/ml (8,17 <Ig No < 8,70) /

is between 1.5x108 cfu/ml and 5.0x108 cfu/ml (8.17 < Ig No < 8.70)

Legende / legend.

N
No

IgR
R
Na

(E)
nd
na

ist die Anzahl der KBE/m| der Keimsuspension / is the number of cfu/ml of the test suspension
ist die Anzahl der KBE/ml der Keimsuspension im Priifgemisch /

is the number of cfu/ml in the test mixture

Reduktion (lg)/ reduction (Ig)

ist die Reduktion der Lebendkeimzahl / is the reduction of viability

Anzahl der Uberlebenden Zellen per ml in dem Priifgemisch am Ende der Einwirkzeit und vor
der Neutralisation oder Membranfiltration / number of survivors per ml in the test mixture at the
end of the contact time and before neutralisation or membrane filtration

ist Eigenhemmung / is inhibition

ist nicht durchgefihrt / is not done

ist nicht auswertbar / is not evaluable

Bei der Kontrolle der gewichteten Mittelwerte der Auszahlungen sind die Quotienten nicht kleiner als 5
und nicht gréBer als 15. / In the control of the weighted mean the quotients are not less than 5 and not
greater than 15.
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Validierung /
Validation:

Abweichungen /
Deviations:

Unwirksame
Konzentrationen /
Ineffective
concentrations:

Schlussfolgerung /
Conclusion:

Archivierung:
Archive:

Hinweis:

Information:

Y

Dr. med. univ. S. Werner
Head of Scientific-Technical Affairs

f HYGCEN'
=

Alle Kontrollen und Validierungen lagen innerhalb der Grenzwerte /
all controls and validations were within the basic limits.

Beobachtete Abweichungen der geltenden Norm und Verfahren /
observed deviations from applicable standard and procedure:

Im Falle von 97% wurden 0,1ml Keimsuspension (10-fach
konzentriert) und 0,2ml Belastungssubstanz (5-fach konzentriert)
eingesetzt. / In case of 97% 0.1ml test suspension (10-fold
concentrated) and 0.2ml interfering substance (5-fold concentrated)
was used.

Aufgrund von  Neutralisationsproblemen wurde auch eine
Membranfiltration in Anlehnung an EN 13727 durchgefihrt / Due to
problems of neutralization, also a membran filtration was performed
according to EN 13727.

M. terrae: keine / none
M. avium: 97%, 80%, 50%
80%, 50%

= 1omin.
= 1min.

GemalR EN 14348 weist die Charge 17454M12 des Produktes
Meliseptol rapid unter niedriger Belastung bei 20°C nach 1 Minute
bei Verdinnung auf 97% (v/v), sowie nach 5 Minuten bei
Verdinnung auf 80% (v/v) eine mykobakterizide Wirkung (24lg
Reduktion) gegen die Testkeime Mycobacterium terrae und
Mycobacterium avium auf.

According to EN 14348, the batch 17454M12 of the product
Meliseptol rapid shows a mycobactericidal activity (=4lg reduction)
under clean conditions at 20°C in 1 minute when diluted at 97% (v/v)
and in 5 minutes when diluted at 80% (v/v) against the test strains
Mycobacterium terrae and Mycobacterium avium.

Eine Ausfertigung des Berichtes wird zusammen mit den Rohdaten im Archiv
des Auftragnehmers aufbewahrt.

The raw data with respect to this test and a copy of the report will be
maintained by HygCen in the archive.

Die Prifergebnisse beziehen sich ausschlieBlich auf den genannten

Prifgegenstand. Auszugsweise Wiedergabe dieses Berichtes nur mit schriftlicher
Genehmigung der HygCen Germany GmbH.

The test results are valid for the named test subject only. Reproduction of any part
of this report requires the written permission of HygCen Germany GmbH.

@r

K. Naujox
Division Manager

Microbiological Test Methods
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DERMATEST® * Casuta postala 21 65 * 48008 Muenster

B. Braun Medical AG
Dezinfectari si Igiena
Seesatz

CH-6203 Sempach Station

Minster, 19.07.2002

Raport de expertiza medicald dermatologica referitoare la un
TEST EPICUTAN
Testarea iritatiilor primare si identificarea sensibilizarilor existente la om intr-o aplicatie unica

Denumirea preparatului:

Meliseptol rapid (solutie de umectare a servetelelor Meliseptol HBV, nr. sarja: 1225M10 (valabilitate:
05.2003)

Aspect: lichid incolor, usor manevrabil — miros: parfum alcoolic

Client: B. Braun Medical AG
Seesatz
CH-6203 Sempach Station

Subiecti testati: 30 subiecti, toti cu piele sanatoasa

Concentratia testata: preparat nediluat
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Director: Dr. Werner VoR
Banca: Apotheker und Arztebank Miinster, nr. cont 0 002 982 633, BLZ 400 606 14
Instanta de inregistrare Minster HRB 1348
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Expertiza: Meliseptol rapid (solutie de umectarea servetelelor Meliseptol HBV, nr. sarja: 1225M10
(valabilitate: 05.2003)
Aspect: lichid incolor, usor manevrabil — miros: parfum alcoolic

Pagina 2
PRINCIPIU

Testul epicutan este dovada conforma a unei reactii de iritare primara, respectiv a unei alergii de contact
(prin provocarea unei reactii alergice a pielii la subiectii deja sensibilizati) printr-un contact epicutan, local si
limitat Tn timp cu preparatul supus testarii. Testul reprezintd o dovada solida, sigura si rezonabila pentru
identificarea alergenilor.

O reactie pozitiva la un test cutanat aplicat corect dovedeste ca persoana are o sensibilitate de contact la
substanta testata dar nu neapararat ca substanta poate determina o dermatita cu manifestare clinica.. in
cadrul acestui test, alegenul suspectat aplicat topic trebuie sa penetreze stratul cornos pana la celulele
epiteliale efectoare pentru a determina o reactie a sistemului imun.

METODOLOGIE
Preparatul care trebuie testat se distribuie nediluat si se fixeaza pe pielea clinic sdnatoasa a partii interioare
a antebratului cu ajutorul unui plasture de testare uzual, achizitionabil din comert (Leukotest ®, Fa.

Hartmann).

Testul este Tndepartat dupa un timp de expunere de 24 ore si are loc evaluarea initiala de catre un medic
specialist dermatolog si alergolog. O a doua si a treia evaluare au loc dupa 48 si 72 ore.




Expertiza: Meliseptol rapid (solutie de umectarea servetelelor Meliseptol HBV, nr. sarja: 1225M10
(valabilitate: 05.2003)
Aspect: lichid incolor, usor manevrabil — miros: parfum alcoolic
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REZULTATELE TESTARII

Concentratia testului: preparat nediluat

Subiect nr. Nume Sex | Varsta Diagnostic Reactie

24h | 48h | 72h
1. D. H. m 20 piele sanatoasa - - -
2. M. V. m 20 piele sanatoasa - - -
3. In. H. m 25 piele sanatoasa - - -
4. S. St. f 25 piele sanatoasa - - -
5. UI. R. f 23 piele sanatoasa - - -
6. Mi. f 18 piele sanatoasa - - -
7. Na. R. f 19 piele sanatoasa - - -
8. Ho. m 26 piele sanatoasa - - -
9. An. Ma. m 19 piele sanatoasa - - -
10. A. Bec. m 21 piele sanatoasa - - -
11. S. Ma. f 28 piele sanatoasa - : -
12. Si. La. f 34 piele sanatoasa - - -
13. Su. Ma. f 18 piele sanatoasa - - -
14. Da. N. m 18 piele sanatoasa - - -
15. St. Pr. f 19 piele sanadtoasa - - -
16. Na. KI. f 21 piele sanatoasa : - -
17. M. Gr. F 32 piele sanatoasa - - -
18. G. B. f 43 piele sanatoasa - - -
19. R.D. f 47 piele sanadtoasa - - -
20. G.T. f 50 piele sdnatoasa - - -
21. AT f 24 piele sanatoasa : - -
22. N.T. f 22 piele sanadtoasa - - -
23. R. Z. f 46 piele sanadtoasa - - -
24, G.R: f 43 piele sanatoasa - - -
25. R. W. f 49 piele sanatoasa - - -
26. Ch. K. f 47 piele sandtoasa - - -
27. C.D. f 21 piele sanadtoasa - - -
28. A U. f 39 piele sanatoasa - - -
29. K. Sch. f 62 piele sanatoasa - - -
30. M. Sp. f 43 piele sanadtoasa - - -

Expertiza: Meliseptol rapid (solutie de umectarea servetelelor Meliseptol HBV, nr. sarja: 1225M10
(valabilitate: 05.2003)
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REZULTATELE TESTARII

EVALUARI ALE CAMPULUI DE CONTROL

Concentratia testului: cdmp gol (suprafata goala)

Subiect nr. Nume Sex | Varsta Diagnostic Reactie

24h | 48h | 72h
1. D. H. m 20 piele sandtoasa - - -
2. M. V. m 20 piele sandtoasa - - -
3. In. H. m 25 piele sandtoasa - - -
4. S. St. f 25 piele sandtoasa - - -
5. UL R. f 23 piele sanatoasa - - -
6. Mi. f 18 piele sanatoasa . - -
7. Na. R f 19 piele sandtoasa - - -
8. Ho. M 26 piele sandtoasa - - -
9 An. Ma M 19 piele sanatoasa - - -
10 A. Bec. M 21 piele sanatoasa - - -
11 S. Ma. f 28 piele sanatoasa - - -
12 Si. La. f 34 piele sanatoasa - -
13 Su. Ma F 18 piele sanatoasa - - -
14 Da. N. m 18 piele sandtoasa - - -
15 St. Pr. F 19 piele sandtoasa - - -
16 Na. K. f 21 piele sanatoasa - -
17 M. Gr. f 32 piele sandtoasa - - -
18 G.B f 43 piele sandtoasa - - -
19 R.D f 47 piele sandtoasa - - -
20 G.T f 50 piele sanatoasa - - -
21 AT f 24 piele sanatoasa - - -
22 N.T f 22 piele sanatoasa - - -
23 R.Z f 46 piele sanatoasa - - -
24 G.R f 43 piele sanatoasa - - -
25. R. W. f 49 piele sanatoasa - - -
26. Ch. K. f 47 piele sanatoasa - -
27. C.D. f 21 piele sandtoasa - - -
28. A.U. f 39 piele sanatoasa - - -
29. K. Sch. F 62 piele sanatoasa - - -
30. M. Sp. F 43 piele sandtoasa - . -

Expertiza: Meliseptol rapid (solutie de umectarea servetelelor Meliseptol HBV, nr. sarja: 1225M10
(valabilitate: 05.2003)
Aspect: lichid incolor, usor manevrabil — miros: parfum alcoolic
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Criterii de evaluare:

- fara iritatii

+- eritem usor sau suspiciune de eritem

+ eritem vizibil

++ eritem puternic si/sau formare de papule
+++ papule dense si/sau vezicule

++++ formare de basici sau necroze

Criterii dermatologice generale de interpretare:

O reactie pozitiva de natura alergica este rosie si infiltrata, cele comune fiind papule sau vezicule
care, in cazul reactiilor severe pot conflua sub forma unor bule. Sunt difuze si se extind peste
marginile de aplicare ale testului. O data cu dermatita de contact pot aparea si mancarimi locale...
O data aparute, reactiile alergice pot persista pentru mai multe zile. Reactii pozitive la 2 zile si
negative la 3 zile sunt de obicei de cauza iritativa.

De o mare importanta este si alegerea concentatiei potrivite. Concentratii prea mari pot
determina aparitia unor rezultate fals pozitive datorita caraterului iritant, si pot chiar sensibiliza
pacienti cu raspuns anterior negativ, iar concentratii prea mici genereaza rezultate fals negative.

Alergenii cunoscuti sunt in mod convetional testati la concentratii care in cazul unei expuneri de

24 ore printr-un pansament oclusiv garanteaza penetrarea unei cantitati suficiente pentru a
provoca o reactie la persoane clinic sensibile.
La evaluarea rezultatelor este important sa se diferentieze intre reactiile iritante si cele alergice. . In
acest caz este foarte importanta experienta si capacitatea de evaluare alergologica a
dermatologului consultat. dar este posibil ca aceasta diferentiere sa fie imposibil de facut din punct
de vedere clinic. Raspunsul clinic poate fi in corelatie cu sensibilitatea testelor epicutanate aplicate
dar pentru unele substante acest raspuns nu este clar definit

Expertiza: Meliseptol rapid (solutie de umectarea servetelelor Meliseptol HBV, nr. sarja: 1225M10
(valabilitate: 05.2003)
Aspect: lichid incolor, usor manevrabil — miros: parfum alcoolic
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EVALUAREA REZULTATELOR TESTELOR

In conditiile acestui test nu au fost semnalate iritatii primare sau cazuri de hipersensibilizare.

La nici unul dintre cei 30 de subiecti supusi testdrii epicutane conform standardelor ICDRG
(International Contact Dermatitis Research Group = Grupului international de cercetare a
dermatitelor de contact), dupa 24, 48 si 72 ore, nu au aparut modificari de piele pe zona supusa
testarii.

Specialistul dermatolog si alergolog considera produsul de test sigur pentru utilizare.

Stampila rotunda

Dermatest GmbH

Societate pentru cercetare alergologica
Birkenweg 4 — 48155 Miinster

Semnat indescifrabil

Dr. med. Werner Voss

Medic specialist Dermatologie,
Venerologie, Alergologie

si Medicina Mediului

Bibliografie
1. Suzuki, J. Environ Dermatol 4-3:202-21-1997

2. ICDRG, http://www.med.nagova-u.ac.jp/Environderm/icdrg.htm

3. US Department of Health and Human Services Food and Drug Administration, Aprilie 1999
http://www.fda.gov/cber/guidelines.htm

4. Scientific Basis of Patch Testing —S. Iris Ale and Howard |. Maibach, Dermatol. Beruf Umwelt
/ Occup. Environ. Dermatol. 50, Nr. 2, 43-50 (2002)
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DERMATEST® - Postfach 2165 - 48008 Miinster

B. Braun Medical AG
Desinfektion und Hygiene
Seesatz

CH-6203 Sempach Station

TEST\

Thre Nachricht vom Ihr Zeichen Unser Zeichen

REPORT ON A

HUMAN PATCH TEST

Test on primary skin irritation and allergic
hypersensitivity on human subjects

Responsible for the study: Dr.med.Werner Voss
Specialist for dermatology
and allergology

The following report is an accurate account of the test
methods uses and results obtained during the course of

the above study which was performed within the two weeks
prior to the date of this report.

Product tested;

Datum

Miinster, 19.07.2002

bis: 05.2003)

Meliseptol rapid (Trinklsung fiir Meliseptol HBV-Tiicher, Chargen-Nr.:1225M10 (Haltbar

Aussehen: Farblose, Icicht bewegliche Fliissigkeit — Geruch: alkoholisch parfiimiert

Customer: B. Braun Medical AG
Seesatz
CH-6203 Sempach Station

Test Panel: Thirty volunteers of either sex, with no
visible skin discases or known allergic
hypersensitivitics

Concentration of the product: undiluted

/

DERMATEST ® — Gesellschaft fiir allergologische Forschung m. b. H. - Birkenweg 4, 48155 Miinster
Postfach 2165, 48008 Miinster - EngelstraBe 37, 48143 Minster - Telefon 0251 /488 22 54, Telefax 0251 /490 27 27 - Internet: www.dermatest.de

Geschifisfithrer: Dr. Werner VoB

Bankverbindung: Apotheker- und Arztebank Miinster, Konto-Nr. 0002 982 633, BLZ 400606 14
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OBJECTIVE

The objective of the study was to detect a primary skin irritation potency and/or an allergic
hypersensitivity to the tested product.

Patch testing represents a sound, relatively safe and reasonable reliable method for identifying
allergens.

A positive reaction to a correctly applied patch-test proves that the person has a contact sensitivity
to the substance tested, but not necessarily that the substance is the cause of the clinical dermatitis.
In patch testing, the suspected topical allergen has to penetrate the stratum corneum to the viable
(effector) cells of the skin to present a local challenge to the immune system.

METHODOLOGY

The product to be tested is applied on a patch of filter paper, placed on an impermeable sheet and
fixed to the skin with adhesive tape (Leukotest (R), Fa. Hartmann). Test site: inner side of the
forearm. The test patch is left in place for 24 hours then removed. The examination by the

dermatologist followes. A second and third examination are performed after 48 and 72 hours by the
dermatologist.

All assessments were performed under standard lighting conditions by the responsible
dermatologist,

Panellists were instructed to keep the test sites dry over the application period.

DATA STORAGE AND PROTECTION

All raw data relating to this study will be stored under data protection for a period of 10 years. Then
they will be destroyed.

DERMATEST® GmbH
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RESULT

Concentration of the product: undiluted

Test- Name Sex Age Diagnosis Reactions
person
No.:

24h 48h 72h
1. D. H. m 20 healthy skin =~ - - -
2. M. V. m 20 healthy skin - - -
3. In. H. m 25 healthy skin - - -
4, S. St f 25 healthy skin - - -
5 UL R f 23 healthy skin - - -
6 Mi. Sch f 18 healthy skin - - -
7 Na. R f 19 healthy skin - - -
8. Ho. Sch. m 26 healthy skin - - -
9. An. Ma. m 19 healthy skin - - -
10. A. Bec. m 21 healthy skin - - -
11. S. Ma. f 28 healthy skin - - -
12. Si. La. f 34 healthy skin - - -
13. Su. Ma. f 18 healthy skin - - -
14. Da. N. m 18 healthy skin - - -
15. St. Pr. f 19 healthy skin - - -
16. Na. KL f 21 healthy skin =~ - - -
17. M. Gr. f 32 healthy skin - - -
18. G. B. r 43 healthy skin - - -
19. R.D. f 47 healthy skin - - -
20. G. T f 50 healthy skin - - -
21. AT f 24 healthy skin - - -
22. N. T. f 22 healthy skin - - -
23. R.Z. f 46 healthy skin - - -
24. G.R: f 3 healthy skin - - -
25. R. W. f 49 healthy skin - - -
26. Ch. K. f 47 healthy skin - - -
27. C.D. f 21 healthy skin - - -
28. A U. f 39 healthy skin - - -
29. K. Sch. f 62 healthy skin - - -
30. M. Sp. f 43 healthy skin - - -

DERMATEST® GmbH
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RESULTS

RESULTS OF CONTROL

Concentration of the product: blanc patch-test

Sex

Age

Diagnosis

Test- Name
person

No.:

l. D. H.
2. M. V.
3. In. H.
4. S. St
5. Ul R.
0. Mi. Sch
7. Na. R.
8. Ho. Sch
9 An. Ma
10 A. Bec
11 S. Ma.
12 Si.La
13 Su. Ma
14 Da. N
15 St. Pr
16 Na. K1
17. M. Gr
18. G. B.
19, R.D.
20. G.T.
21. A.T.
22. N.T.
23. R.Z.
24, G. R:
25. R. W,
26. Ch. K.
27. C.D.
28. A U.
29, K. Sch.
30. M. Sp.

e T e = N = = A e e e ==

20
20
25
25
23
18
19
26
19
21
28
34
18
18
19
21
32
43
47
50
24
22
46
43
49
47
21
39
62
43

healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin
healthy skin

DERMATEST® GmbH
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INTERPRETATION KEY:

- necgative, no reaction

-+ doubtful reaction

+ weak (non-vesicular) reaction

++ strong (oedematous or vesicular) reaction

+++ strong, infiltrated erythema and
accompanying vesicac or superficial erosions

+++ bullae or extensive erosions

IR irritant reaction

DERMATOLOGICAL CRITERIAS:

Positive reactions of an allergic nature are red and infiltrated, commonly with minute papula or
vesicae, which, in severe reactions, coalesce to become bullae. They diffuse and extend beyond the
margins of the patch. As with contact dermatitis, there is usually some itching.

Once developed, positive allergic reactions persist for several days. Reactions positive at 2 days and
negative at 3 days are often of an irritant nature.

Choice of a suitable concentration is of fundamental importance. Too high concentrations result in
false-positive reactions, because of their irritant effect and may even sensitize previously negative
patients and too low concentrations produce false-negative reactions.

Well-known allergens are conventionally tested in such concentrations as that a 24-hours exposure
period under an occlusive patch will ensure penetration of an amount sufficient to provoke a
reaction in clinically sensitive persons.

Distinction between allergic and primary irritant reactions demands special experience on the part
of the dermatologist, and is often impossible on clinical examination.

Clinical sensitivity may be related to the level of patch-test sensitivity, but with some substances the
relationship is not clear-cut.

DERMATEST® GmbH
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CONCLUSIONS

Under the conditions of this test we found no evidence of primary irritation or allergic
hypersensitivity.

None of the thirty patch-tests resulted in positive reactions after 24, 48 and after 72 hours.

The investigating specialist for dermatology and allergology considers this test-product safe for use.

Investigating specialist

for dermatology , allergology
venerology and t_
environmental medicine
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DERMATEST®™ - Postfach 2165 - 48008 Milnster

B. Braun Medical AG
Desinfektion und Hygiene
Seesatz

CH-6203 Sempach Station

Ihre Nachricht vom Ihr Zeichen Unser Zeichen Datum

Miinster, den 19.07.2002

Fachirztliches, dermatologisches Gutachten iiber einen

EPIKUTANTEST

Priifung auf primére [rritation und Nachweis ciner

bestehenden Sensibilisierung am Menschen bei einmaliger
Applikation

Bezeichnung des Priparates:

Meliseptol rapid (Trianklosung fiir Meliseptol HBV-Tiicher, Chargen-Nr.:1225M 10
(Haltbar bis: 05.2003)

Aussechen: Farblose, leicht bewegliche Fliissigkeit — Geruch: alkoholisch parfiimiert

Auflraggeber: B. Braun Medical AG
Seesatz
CH-6203 Sempach Station

Testpersonen: 30 Probanden, simtlich hautgesund

Testkonzentration:  Priparat unverdiinnt

o /
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Der Epikutantest ist der modellmidBige Nachweis einer primiren Reizwirkung bzw. einer
Kontaktallergie (durch Provokation allergischer Hautreaktionen bei bereits sensibilisierten
Probanden) durch epikutanen, értlich und zeitlich begrenzten Kontakt mit dem zu untersuchenden
Préparat.

Um die Absorption der Testsubstanzen zu begiinstigen, werden sie wihrend der Epikutantestung
unter Okklusivbedingungen aufgebracht. Damit eine positive Reaktion hervorgerufen werden kann,
mulB der Schwellenwert der Sensibilitiit {iberschritten werden.

METHODIK

Das zu priifende Préparat wird unverdiinnt mit Hilfc cines handelsiiblichen Testpflasters (Leukotest
(R), Fa. Hartmann) auf die klinisch gesunde Haut der Unterarminnenseite aufgebracht und fixiert.

Der Test wird nach einer Expositionsdauer von 24 Stunden abgenommen und erstmals durch einen
Facharzt fiir Dermatologie und Allergologic beurteilt. Eine zweite und dritte Beurteilung erfolgen
nach 48 und 72 Stunden.
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TESTERGEBNISSE

Testkonzentration: Priparat unverdiinnt

Proband Name Geschlecht  Alter Diagnose Reaktionen
-Nr.:
24h 48h 72h

1. D. H. m 20 hautgesund - - -
2. M. V. m 20 hautgesund - - -
3. In. H. m 25 hautgesund - - -
4, S. St. w 25 hautgesund - - -
5. UL R w 23 hautgesund - - -
6 Mi. Sch w 18 hautgesund - - -
7 Na. R w 19 hautgesund - - -
8 Ho. Sch m 26 hautgesund - - -
9 An. Ma m 19 hautgesund - - -
10 A. Bec m 21 hautgesund - - -
11 S. Ma. w 28 hautgesund - - -
12 Si. La w 34 hautgesund - - -
13 Su. Ma w 18 hautgesund - - -
14 Da. N m 18 hautgesund - - -
15 St. Pr w 19 hautgesund - - -
16 Na. Kl w 21 hautgesund - - -
17 M. Gr W 32 hautgesund - - -
18. G. B. w 43 hautgesund - - -
19. R.D. w 47 hautgesund - - -
20. G.T. w 50 hautgesund - - -
21. A.T. w 24 hautgesund - - -
22, N.T. W 22 hautgesund - - -
23, R. Z. W 46 hautgesund - - -
24. G.R: W 43 hautgesund - - -
25. R. W. w 49 hautgesund - - -
26. Ch. K. W 47 hautgesund - - -
27. C.D. w 21 hautgesund - - -
28. A.U. w 39 hautgesund - - -
29. K. Sch. W 62 hautgesund - - -
30. M. Sp. W 43 hautgesund - - -
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TESTERGEBNISSE

WERTUNGEN DES KONTROLLFELDES

Testkonzentration: Leerfeld

Proband Name Geschlecht  Alter Diagnose Reaktionen
-Nr.;
| 24h 48h 72h
1. D. H. m 20 hautgesund - - -
2. M.V, m 20 hautgesund - - -
3. In. H m 25 hautgesund - - -
4. S. St. w 25 hautgesund - - -
5. UL R. w 23 hautgesund - - -
6. Mi. Sch. w 18 hautgesund - - -
7. Na. R. w 19 hautgesund - - -
8. Ho. Sch. m 26 hautgesund - - -
9. An. Ma. m 19 hautgesund - - -
10 A. Bec. m 21 hautgesund - - -
11 S. Ma. W 28 hautgesund - - -
12 Si. La w 34 hautgesund - - -
13. Su. Ma. w 18 hautgesund - - -
14. Da. N. m 18 hautgesund - - -
15. St. Pr. W 19 hautgesund - - -
16. Na. KI. W 21 hautgesund - - -
17. M. Gr. W 32 hautgesund - - -
18. G. B. W 43 hautgesund - - -
19. R.D. w 47 hautgesund - - -
20. G.T. w 50 hautgesund - - -
21. A.T. w 24 hautgesund - - -
22. N. T. w 22 hautgesund - - -
23. R.Z. W 46 hautgesund - - -
24, G.R: W 43 hautgesund - - -
25. R. W, w 49 hautgesund - - -
26. Ch. K. W 47 hautgesund - - -
27. C.D. W 21 hautgesund - - -
28. A U W 39 hautgesund - - -
29. K. Sch. w 62 hautgesund - - -
30. M. Sp. W 43 hautgesund - - -
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Auswertungskriterien:

- keine Irritation

+- schwaches oder zweifelhaftes Erythem
+ deutliches Erythem

++ starkes Erythem und/oder Papelbildung
+++ dichtstehende Papeln und/oder Vesikeln
++++ Blasenbildung oder Nekrosen

Allgemeine dermatologische Interpretationskriterien:

Eine Reaktion des allergischen Typs besteht nicht nur aus einem Erythem, sondern weist auch ein
leichtes Infiltrat auf. Alle unklaren Reaktionen miissen daher palpiert werden. Oft kommen
zusdtzlich Papeln und Vesikeln vor. Manchmal kénnen Blischen zu kleinen Blasen
zusammenschmelzen. Die Reaktion sprengt nicht selten den urspriinglichen Umfang der
Applikation der Testsubstanz, besonders bei intensiver Sensibilisierung. Gelegentlich kommt es
auch zur Bildung von Papeln ohne Erythem. Viele, aber nicht alle Testreaktionen allergischen Typs
werden stirker am Tag nach Entfernung der Testpflaster. Eine schr starke Reaktion kann
unbchandelt 3-4 Wochen bestehen bleiben.

Wichtig ist es bei der Beurteilung der Ergebnisse, zwischen toxischen und allergischen Reaktionen
zu unterscheiden. Die individuelle Fihigkeit, auf manche Stoffe "toxisch" zu reagieren, schwankt
nicht unerheblich. Hier ist die allergologische Erfahrung und Urteilsfihigkeit des beurteilenden
Dermatologen besonders gefordert. Gegebenenfalls miissen dann Methoden angewandt werden, mit
denen man die Reizwirkung einer Substanz bestimmen kann, insbesondere muf} die Konzentration
der Testsubstanz dann ihrer obligaten Reizwirkung angepalit werden.
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BEURTEILUNG DER TESTERGEBNISSE

Bei keinem der 30 Probanden kam es bei den Epikutantestungen nach internationalen Richt-
linien der ICDRG (International Contact Dermatitis Research Group) nach 24, 48 und 72 Stunden
zu irgendwelchen Hautveriinderungen im Testbezirk.

Daraus ist zu folgern, da3 das Produkt bei der praktischen Anwendung nicht zu unerwiinschten
Hautreaktionen durch eine hautreizende oder sensibilisierende Wirkung fiihren wird.

Facharzt fir Dermatolggic,
Venerologie, Allergologie
und Umweltmedizin

Literatur:

Suzuki, J., Environ Dermatol 4-3:202-21-1997

ICDRG, http:/www.med.nagova-u.ac.jp/Environderm/icdrg.htm

.U.S. Department of Health and Human Services Food and Drug Administration, April
1999 http:/www.fda.gov/cber/guidelines.htm

4. Scientific Basis of Patch Testing — S. Iris Ale and Howard I. Maibach,

Dermatol. Beruf Umwelt / Occup. Environ. Dermatol. 50, Nr. 2, 43-50 (2002)
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PRINCIPE

Le test épicutan¢ est un modele de recherche de preuves d'un effet d'irritation voire d'unc allergie
de contact (par provocation de réactions cutanées allergiques chez des personnes testées déja
sensibilisées) par contacts épicutanés, limités dans l'espace et dans le temps, avec le produit
examineg.

Pour favoriser I'absorption des substances testées, celles-ci sont appliquées durant le test cutané
dans des conditions occlusives. La valeur limite de sensibilité doit étre atteinte afin de pouvoir
provoquer une réaction positive.

METHODOLOGIE

Le produit testé non diluée est appliqué a l'aide d'un timbre de test en usage dans le commerce
p pphq g

(Leukotest(R)), de la maison Hartmann) sur la peau cliniquement saine de l'intéricur de l'avant-bras
ct fixé.

Le test est enlevé aprés une durée d'exposition de 24 heures et lu pour la premiére fois par un
médecin specialiste en dermatologie et allergologie. On procéde a une deuxiéme et a une troisiéme
lecture au bout de 48 et 72 heures.

DERMATEST® GmbH
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RESULTATS DU TEST

Concentration lors du test: préparation non diluée

Personne Name Sex Age Diagnostic Reéactions
testée
no.:

24h 48h 72h
1. D. H. m 20 peau saine - - -
2. M. V. m 20 peau saine - -
3. In. H. m 25 peau saine - -
4, S. St. f 25 peau saine - -
5. UL R. f 23 peau saine - -
6. Mi. Sch. f 18 peau saine - -
7. Na. R. f 19 peau saine - -
8. Ho. Sch. m 26 pcau saine - -
9. An. Ma., m 19 peau saine - -
10. A. Bec. m 21 peau saing - -
11. S. Ma. f 28 peau saine - -
12. Si. La. f 34 peau saine - -
13. Su. Ma. f 18 peau saine - -
14. Da. N. m 18 peau saine - -
15. St. Pr. f 19 peau saine - -
16. Na. KI. f 21 pcau saine - -
17. M. Gr. f 32 peau saine - -
18. G. B. f 43 peau saine - -
19. R.D. f 47 peau saine - -
20. G.T. £ 50 peau saine - -
21. AT £ 24 peau saine - -
22. N. T. f 22 peau saine - -
23. R. Z. f 46 peau saine - -
24, G. R: f 43 peau saine - -
25. R. W. f 49 peau saine - -
26. Ch. K. f 47 peau saine - -
27. C.D. f 21 peau saine - -
28. A U, f 39 peau saine - -
29, K. Sch. f 62 peau saine - -
30. M. Sp. f 43 peau saine - -

DERMATEST® GmbH
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RESULTATS DU TEST

Concentration lors du test; Blanc test

Personne Name Sex Age Diagnostic Réactions
testée
no.:

24h 48h 72h
1. D. H. m 20 peau saine - - -
2. M. V. m 20 peau saine - - -
3. In. H. m 25 peau saine - - -
4, S. St. f 25 peau saine - - -
5. UL R. f 23 peau saine - - -
6. Mi. Sch. f 18 peau saine - - -
7. Na. R. f 19 peau saine - - -
8. Ho. Sch. m 26 peau saine - - -
9. An. Ma. m 19 peau saine - - -
10. A. Bec. m 21 peau saine - - -
11. S. Ma. f 28 peau saine - - -
12. Si. La. £ 34 peau saine - - -
13. Su. Ma. £ 18 peau sainc - - -
14. Da. N. m 18 peau saine - - -
15. St. Pr. f 19 peau saine - - -
16. Na. KI. f 21 peau saine - - -
17. M. Gr. f 32 peau saine - - -
18. G. B. f 43 peau saine - - -
19. R. D. f 47 peau saine - - -
20. G.T. f 50 peau saine - - -
21. AT f 24 peau saine - - -
22. N. T. f 22 peau saine - - -
23. R. Z. f 46 peau saine - - -
24, G.R: f 43 peau saine - - -
25. R.W. f 49 peau saine - - -
26. Ch. K. f 47 peau saine - - -
27. C.D. f 21 peau saine - - -
28. AU f 39 peau saine - - -
29, K. Sch. f 62 peau saine - - -
30. M. Sp. f 43 peau sainc - - -

DERMATEST® GmbH
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Critéres d'interprétation

- pas d'irritation

+- érythcme faible ou douteux

+ net ¢rythéme

++ fort érytheme ct/ou formation de verrues

+++  verrues proches l'une de 'autre et/ou vésicules
++++ formation d'ampoules et/ou de nécroses

Criteres généraux d'interprétation dermatologique:

Une réaction de type allergique ne se limite pas 4 un simplc érythéme, mais révéle également une
légére infiltration. De ce fait, toutes réactions douteuses doivent étre palpées. Il se produit souvent,
en plus, une formation de verrues ou de vésicules. Il arrive que de petites ampoules se réduisent en
de petites cloques. Souvent, la réaction dépasse le cadre originel de I'application de la substance
testée, surtout dans le cas d'une sensibilisation intensive. 11 arrive aussi que se forment des verrues
sans erythemes. Beaucoup des réactions de type allergique, mais pas toutes, sont plus fortes le
lendemain du retrait du timbre. Une réaction forte peut persister trois a quatre semaines si elle n'est
pas traitée. L'important lors de la lecture des résultats est de différencier entre réactions toxiques et
réactions allergiques. La faculté individuclle de réaction toxique & certaines substances varie de
facon non négligeable. Ceci fait appel a l'expérience et la capacité diagnostique allergologique du
dermatologue qui en juge. Il faudra, le cas échéant, utiliser des méthodes permettant de déterminer
I'effet irritant d'une substance. En particulier, la concentration de la substance testée doit étre, dans
ce cas, adaptée a l'effet irritant inévitable.

DERMATEST®” GmbH
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INTERPRETATION DES RESULTATS DU TEST

Aucune des 30 personnes des tests épicutanc suivants les directives internationales de ICDRG
(International Contact Dermatitis Research Group) ne montra des altérations quelquonques dans la
région testée aprés un delai de 24, 48 et 72 houres.

On peut donc en conclure que le produit ne provoquera pas de réactions cutanées indésirables
d'irritation ou de sensibilisation lors de I'application pratique.

Docteur en médecine Werner Voss
médecin spécialiste en dermatologie,
maladies vénériennes, aljergologie
et médecin environmenta

Literatur:

1. 1Suzuki, J., Environ Dermatol 4-3:202-21-1997

2. ICDRG, http:/www.med.nagova-u.ac.jp/Environderm/icdrg.htm

3. U.S. Department of Health and Human Services Food and Drug Administration, April
1999 http:/www.fda.gov/cber/guidelines.htm

4. Scientific Basis of Patch Testing — S. Iris Ale and Howard 1. Maibach,
Dermatol. Beruf Umwelt / Occup. Environ. Dermatol. 50, Nr. 2, 43-50 (2002)
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Perizia specialistica dermatologica su un

TEST EPICUTANEO

Prova di irritazione primaria e comprova di
sensibilizzazione esistente nell'uvomo
per un'unica applicazione

Designazione del preparato:

Meliseptol rapid (soluzione imbibente per salviettine Meliseptol HBV, codice lotto 1225M10
(scadenza: 05. 2003)

Aspetto: liquido incolore, facilmente mobile - Odore: alcolico profumato

Committente: B. Braun Medical AG
Seesatz
CH-6203 Sempach-Station

Persone sottoposte al test: 30 soggetti, tutti con pelle sana

Concentrazione di prova:  Preparato non diluito
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PRINCIPIO

11 test epicutaneo ¢ la comprova su un modello di un effetto irritativo primario ovvero di un'allergia
da contatto (mediante scatenamento di reazioni cutanee di tipo allergico in soggetti gia

sensibilizzati) mediante contatto epicutaneo, limitato nel tempo e nello spazio, con il preparato da
analizzare.

Per favorire I'assorbimento delle sostanze di prova, durante il test epicutaneo, queste sono applicate
in condizioni occlusive. Per poter scatenare una reazione positiva, & necessario superare il valore
soglia della sensibilita.

METODICA

Il preparato da testare ¢ applicato e fissato sulla cute clinicamente sana del lato interno
dell'avambraccio con l'ausilio di un normale cerotto per test (Leukotest®, ditta Hartmann).

Dopo 24 ore di esposizione il test & quindi rimosso e valutato una prima volta da uno specialista in
dermatologia ed allergologia. Una seconda e terza valutazione sono eseguite dopo 48 ¢ 72 h.
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RISULTATI DEI TEST

Concentrazione di prova: Preparato non diluito

N. del soggetto | Nome Sesso Eta Diagnosi Reazioni
'-; 24h {48h | 72h
(. D.H. M 20 cute sana - |- -
12, M.V. M 20 cute sana - - -
r3— In.H. M 25 cute sana - - -
(4. S.St. F 25 cute sana - - -
5. UL R. F 23 cute sana - |- -
| 6. Mi. Sch. F 18 cute sana - - -
7. Na. R. F 19 cute sana - - -
8. Ho. Sch. M 26 cute sana - - -
0. An. Ma, M 19 cute sana - - -
10, A. Bec. M 21 cute sana - - -
11, S. Ma., F 28 cute sana - - -
12. Si. La. F 34 cute sana - - -
13. Su. Ma. F 18 cute sana - - -
14, Da. N. M 18 cute sana - - -
15. St. Pr. F 19 cute sana - - -
16. Na. KI. F 21 cute sana - - -
17. M. Gr. F 32 cute sana - - -
18. G.B. F 43 cute sana - - -
19. R.D. F 47 cute sana - - -
20. G.T. F 50 cute sana - - -
21. AT, F 24 cute sana - - -
22. N.T F 22 cute sana - - -
23. R.Z. F 46 cute sana - - -
24. G.R. F 43 cute sana - - -
25. R.W. F 49 cute sana - - -
26. Ch. K. F 47 cute sana - - -
27. C.D. F 21 cute sana - - -
28. AU, F 39 cute sana - - -
29. K. Sch. F 02 cule sana - - -
30. M. Sp. F 43 cute sana - - -
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RISULTATI DEI TEST

VALUTAZIONI DEL. CAMPO DI CONTROLLO

Concentrazione di prova: Campo vuoto

N. del soggetto | Nome Sesso Eta Diagnosi Reazioni
24h |48h | 72h

1. D.H. m 20 cute sana - - -
2. M.V. m 20 cute sana - - -
3. In.H. m 25 cute sana - - -
4, S.St. f 25 cute sana - - -
5. Ul. R. f 23 cute sana - - -
6. Mi. Sch. f 18 cute sana - - -
7. Na. R. f 19 cute sana - - -
8. Ho. Sch. m 26 cute sana - - -
9. An. Ma. m 19 cute sana - - -
10. A. Bec. m 21 cute sana - - -
11. S. Ma, f 28 cute sana - - -
12. Si. La. f 34 cute sana - - -
13. Su. Ma. f 18 cute sana - - -
14. Da. N. m 18 cute sana - - -
15. St. Pr. f 19 cule sana - - -
16. Na. KI. f 21 cute sana - - -
17. M. Gr. f 32 cute sana - - -
18. G.B. f 3 cute sana - - -
19. R.D. f 47 cute sana - - -
20. G.T. f 50 cute sana - - -
21. A.T. f 24 cute sana - - -
22. N.T f 22 cute sana - - -
23. R.Z. f 46 cute sana - - -
24, G.R. f 43 cute sana - - -
25. R.W. f 49 cute sana - - -
26. Ch. K. f 47 cute sana - - -
27. C.D. f 21 cule sana - - -
28. AU. f 39 cute sana - - -
29, K. Sch. f 62 cute sana - - -
30. M. Sp. f 43 cute sana - - -
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Criteri di analisi:

- nessun’irritazione

+- eritema leggero o dubbio

+ evidente eritema

++ forte eritema e/o formazione di papule
4+ papule e/o vescicole fitte

-+ formazione di bolle o necrosi

Criteri generali per I’interpretazione dermatologica:

Una reazione di tipo allergico comprende non solo ’eritema, ma presenta anche un lieve
infiltrato. Tutte le reazioni non chiare devono pertanto essere tastate. Spesso compaiono anche
papule e vescicole. Talvolta queste ultime possono fondersi in piccole bolle, Non di rado la
reazione travalica l'originario ambito di applicazione della sostanza di prova, in particolare in
caso di intensa sensibilizzazione. Occasionalmente possono formarsi anche delle papule senza
eritema. Molte, ma non tutte le reazioni al test di tipo allergico si accentuano il giorno
successivo alla rimozione del cerotto. Se non trattate, le reazioni molto forti possono persistere
per 3-4 settimane.

Nel valutare 1 risultati ¢ importante distinguere tra reazioni tossiche ed allergiche. La capacita di
reagire a determinate sostanze come se fossero tossiche varia infatti notevolmente da soggetto a
soggetto. Questa valutazione richiede molta esperienza ed un’ottima capacita di valutazione
allergologica da parte del dermatologo che la esegue. Occasionalmente devono essere utilizzate
delle metodiche che consentano di determinare l'effetto irritativo di una sostanza ed in
particolare ¢ necessario adattare la concentrazione della sostanza di prova al relativo effetto
irritativo obbligato.
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VALUTAZIONE DEI RISULTATI DEI TEST

Durante I'esecuzione dei test epicutanei in conformita alle linee guida internazionali di ICDRG
(International Contact Dermatitis Research Group) dopo 24, 48 ¢ 72 ore in nessuno dei 30 soggetti
indagati si ¢ manifestato alcun tipo di alterazione cutanea nel distretto della prova.

E’ pertanto possibile concludere che nell'impiego pratico il prodotto non causera reazioni cutanee
indesiderate dovute ad effetti irritativi o sensibilizzanti.

Dott. Werner (timbro: Dermatest GmbH-Societa per la ricerca dermatologica
Specialista in dermatologia, Bienenweg 4 — 48155 Miinster) dopo

venereologia, allergologia

e medicina dell'ambiente

Bibliografia:

[—

Suzuki, J., Environ Dermatol 4-3:202-21-1997

ICDRG, http:/www.med.nagova-u.ac.jp/Environderm/icdrg.htm

U.S. Department of Health and Human Services Food and Drug Administration, aprile
1999, http:/fda.gov/cber/guidelines.htm

4. Scientific Basis of Patch Testing — S. Iris Ale ¢ Howard 1. Maibach,

Dermatol. Beruf Umwelt/Occup. Environ. Dermatol. 50, N. 2, 43-50 (2002)
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Listungsbescheinigung
flr die
Desinfektionsmittelliste
der Deutschen Veterindarmedizinischen Gesellschaft (DVG)
fiir die Tierdrztliche Praxis und fiir Tierheime

Der Ausschuss Desinfektion in der Veterindrmedizin der DVG hat nach Prifung der vorgelegten
Unterlagen beschlossen,

das Vertriebsprodukt: Meliseptol® rapid V

der Vertriebsfirma: B. Braun Melsungen AG, Carl-Braun-Str. 1, D-34212 Melsungen
identisch mit

dem Originalprodukt: Meliseptol?® rapid
der Herstellerfirma:  B. Braun Medical AG, Seesatz 17,-‘CI-\I-62_04 Sempach

Wirkstoffe: Alko‘hg'l, Quate_mﬁre Ammoniumverbindungen

in die Desmfektmnsmnteihste der DVG fiir dle Tlerarztllche Praxis und fur Tierheime unter der
nachfolgenden Elntragung (Angabe in Vol %) aufzvnehmen

Der Nachweis der AnforderUnggn fur"dle ; erksamkeitsprdfung gemiR der DVG-Priifrichtlinien
(4. Auflage) oder gemaR vom Ausschuss anerkannter Aquivalenzmethoden wurde erbracht.

Gebrauchskonzentration in Volumen-Prozent {V-%) bzw. g/100ml

Vorbeugende Desinfektion Spezielle Desinfektion gegen
Ohne Scheuer- / 3
g Einwirkzeit | Mechanische Wisch- Parvo- !
“min ' ] 4 Aktion desinfektion viren Pilze Giardien n.n.
“Spalted4 . Ba {0 _ 5b 6a sben Bl e, &d,
E - N R T R R P A
0 L. o - — -

Der Hersteller/Vertreiber ist verpflichtet Anderungen in der Rezeptur, des Produktnamens sowie des
Firmennamens oder der Firmenadresse unverziglich mitzuteilen. Die beiliegende Nutzungs-
vereinbarung fiir das DVG-LOGO ist Bestandteil der Bescheinigung.

Die Listung gilt vorlaufig bis zum 31. Dezember 2019. A
ONG - Ausschyg s

tUniv.-Prof. Dr. Uwe %osier

Ausschussvarsitzender

Berlin, den 19. Mai 2015
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Adeverinta de listare
pentru
Lista dezinfectantelor

Societatii Germane de Medicina Veterinara

Pentru practica de cabinet si pentru adaposturile de animale

Comisia pentru dezinfectare in practica medicald veterinara a Societati Germane de Medicina
Veterinara (DVG/Deutsche Veterindrmedizinische Gesellschaft) a decis, dupa examinarea
documentelor prezentate, preluarea in lista dezinfectantelor Societati Germane de Medicina

Veterinara pentru practica de cabinet si pentru adaposturi, cu ingistrarea de mai jos (indicatie in vol%),
a

Meliseptol® rapid V

Produsului distribuit:
B. Braun Melsungen AG, Carl-Braun-Str. 1, D-34212 Melsungen

Firma distribuitoare:
Identiccu

Produsul original:
Firma producatoare:
Substante active:

Meliseptol® rapid
B.Braun Medical AG, Seesatz 17, CH-6204 Sempach
Alcool, legaturi cuaternare de amoniu

S-a prezentat o atestare a cerintelor privind testul de eficacitate conform directivelor privind testarea ale
Societatii Germane de Medicina Veterinara (Editia a 4-a) sau conform Comisiei pentru metode

echivalente recunoscute.

Concentratia uzuala in procente volumetrice (v - %) respectiv g /100 ml

Durata de Dezinfectie preventiva Dezinfectie speciala impotriva
actiune Fara Dezinfectare prin Parvovirusuri Ciuperci Giardia nespecificat
minute actiune stergere si
mecanica abraziune
Coloana 4 5a 5b 6a 6b 6C 6d
5 100 100 - - - -
30 - - - - - -

Producatorul / distribuitorul este obligat sa notifice fara intaziere modificari in compozitie, la numele
produsului precum si ale numelui sau adresei firmei. Acordul de utilizare atasat pentru Logo-ul
Societatii Germane de Medicina Veterinara (DVG/Deutsche Veterindrmedizinische Gesellschaft) este

parte a prezentei adeverinte.
Listarea este provizoriu valabila, pana la data de 31 decembrie 2019.
Berlin. 19 mai 2015 Comisia DVG Prof. Univ. DR. Uwe Rosler

Deutsche Veterindrmedizinische Gesellschaft Presedintele comisiei
Produs de dezinfectare listat Semnétura indescifrabila
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- Sfarsitul traducerii -
Subsemnata ANDRIESCU ADRIAMA, interpret si traducator autorizat pentru limba straina germana in
temeiul autorizatiei nr 5504 din 7 decembrie 2001, eliberata de Ministerul Justitiei din Romania, cerlific
exactitatea traducerii efectuate din limbha germana in limba romana ca textul prezeniat a fost tradus
complet, fara omisiuni, si ¢a, prin traducere, documentului nu i-a fost denaturat continutul si sensul.
Documentul a carui traducere se solicita in intregime are, in integralitatea sa, un numar de 1 pagina, poarta
fitiul/denumirea de Listungsbescheinigunyg /Adeverintd de listare a fost emis de Comisia DVG Deutsche
Veterindrmedizinische Gesellschaft st mi-a fost prezentat mie in intregime. Traducerea documentului are un
numar de 1 pagina.

INTERPRET S1 TRADUCATOR AUTORIZAT
ANDRIESCLU ADRIANA

?._‘:.r‘F‘LJIISTEIEi’I TN
DRIESCU ADRIAN

POLCATOR ALToEN
LToEmL, e




Listungsbescheinigung
fur die
Desinfektionsmittelliste
der Deutschen Veterinarmedizinischen Gesellschaft (DVG)
fiir die Tierdrztliche Praxis und fiir Tierheime

Der Ausschuss Desinfektion in der Veterindrmedizin der DVG hat nach Prifung der vorgelegten
Unterlagen beschlossen,

das Produkt: Meliseptol® rapid V

der Herstellerfirma:  B. Braun Medical AG, Seesatz 17, CH-6204 Sempach

der Vertriebsfirma: B. Braun Melsungen AG, Cari-Braun-Str. 1, D-34212 Melsungen
Wirkstoffe: Alkohol, Quaternidre Ammoniumverbindungen

in die Desinfektionsmittelliste der DVG fur die Tierdrztliche Praxis und fur Tierheime unter der
nachfolgenden Eintragung (Angabe in Vol %) weiterzulisten.

Der Nachweis der Anforderungen flr die Wirksamkeitspriifung gemiR der DVG-Prufrichtlinien
(4. Auflage) oder gemaR vom Ausschuss anerkannter Aquivalenzmethoden wurde erbracht.

Gebrauchskonzentration in Volumen-Prozent (V-%) bzw. g/100m|
Vorbeugende Desinfektion® Spezielle Desinfektion gegen?
Einwirkzeit Chne Scheuer-/
Produkt- Hersteller/ Mechanische Wisch- Parve-
Name *Vertrelber | Wirkstoffe min Aktion? desinfektion® | viren® Pilze Giardien n.n.
1 2 3 4 5a 5b 6a 6b 6C 6d
Meliseptol® | B. Braun Alkghol, 5 100 100
rapid v Melsungen AG, | Quaternare
Carl-Braun-Str. 1, | Ammoniumver 30
D-34212 bindungen
ielsungen

Der Hersteller/Vertreiber ist verpflichtet Anderungen in der Rezeptur, des Produktnamens sowie des
Firmennamens oder der Firmenadresse unverziiglich mitzuteilen. Die beiliegende Nutzungs-
vereinbarung fiir das DVG-LOGO ist Bestandteil der Bescheinigung.

Die Listung gilt vorldufig bis zum 31. Dezember 2023

D\jG 3 AusschUSS

\

Berlin, den 8. Marz 2021 D @

Univ.-Prof. Dr. Uwe Rosler
Ausschussvorsitzender

\
‘\8‘ Listungsbescheinigung NQS@ (aP 20-58
%, \\fe_f Desmfekho“sﬂ (\p
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Best Trados

Crron de Traclncers

Str. Paul Chinezu nr. 4, Timisoara, Romania

Traducere din limba engleza

E-mail: office@besttrados.ro
VALERICA PATRU
Tel.: +40 722 555 883

B BRAUN

SHARING EXPERTISE

B.Braun Medical AG
Seesatz 17
CH-6204 Sempach

CERTIFICAT PENTRU LOT

Nume marca : MELISEPTOL RAPID | Numar lot: 21491M02

Numar material: 19048 Data de fabricare: 2021-12-06

Dimensiune si tip | Sticla cu pulverizator | Data de expirare: 2026-11

ambalaj: 1000 ml

Detinator Licentd de | B. Braun Medical AG | Specificatie: FPS-88191

Productie: CH-6204  Sempach

Seesatz
Locul de productie: | B. Braun Medical

AG
CH-6204 Sempach
Seesatz 17

Cantitate eliberata: 5040 PC

Declaratie certificat:

Produsul indeplineste cerintele.
Subsemnatul prin prezenta certific ca informatiile mentionate mai sus sunt adevarate si corecte.
Pentru rezultate analitice, va rugdm sa consultati Certificatul de analiza corespunzator.

****Finalul Certificatului****

B.BRAUN MEDICAL AG

Unitate calitate

Manuel Bienz

Data eliberarii: 20.12.2021

Acest document a fost produs electronic si este valabil fard semnatura.
Sistem sursd: SAP ERP DEA,
Formular ZQM30 CBSP _LC V01

Data/ora tiparirii: 21.12.2021/13:44:55

Lot de inspectie: 040007249029

Pagina 1 din 1

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA,
FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberati de Ministerul Justitiei din
Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ca textul
prezentat spre traducere a fost tradus in intregime, fara omisiuni, i c¢d, prin traducere, inscrisului nu i-au

fost denaturate continutul

si sensul.

Traducator si interpret autorizat,

Valerica Pdtru (17602)

|



mailto:office@besttrados.ro

Best Trados

Crron de Traclncers

Str. Paul Chinezu nr. 4, Timisoara, Romania

Traducere din limba engleza

E-mail: office@besttrados.ro

VALERICA PATRU
Tel.: +40 722 555 883

CERTIFICAT DE ANALIZ A Versiunea | | Pagina 1 din 1
Nume in bloc: Meliseptol rapid
Numar vrac: 88191
Numar lot: 21491M02
Cantitate vrac: 15.300 kg
Linie de umplere: 2
Specificatii: FPS-88191
Analiza efectuata: 16 decembrie 2021
Parametrii Unitati Limite Rezultate | Procedura de testare
Testare clorura de didecil- | % g/g | 0.071-0.079 0.073 BSP-347/Ph. Eur. 2.2.20
dimetil-amoniu
Testare 1-Propanol %g/lg | 47.5-52.5 50.8 BSP-387/Ph. Eur. 2.2.46
Identificare 1-Propanol - Conform Conform | BSP-387/Ph. Eur. 2.2.46
Aspect - Solutie incolord, | Conform | Vizual
limpede
Miros - Miros Conform | Senzorial
caracteristic  al
alcoolului
Densitate relativa (20/20) - 0.900 — 0.920 0.910 BSP-214/Ph. Eur. 2.2.5

Prin prezenta, certific faptul ca informatiile de mai sus sunt autentice si exacte.

B. BRAUN MEDICAL AG
Seesatz 17
CH-6204 Sempach

Florian Bayard
Control Calitate
Certificat emis si semnat electronic

Creat in data de 16 decembrie 2021
Model versiune 1

14:36:34 de catre Florian Bayard Raport: 3532

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA,

FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberati de Ministerul Justitiei din

Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ca textul

prezentat spre traducere a fost tradus in intregime, fara omisiuni, i c¢a, prin traducere, inscrisului nu i-au
fost denaturate continutul si sensul.

Traducator §i interpret autorizat,

Valerica Pdatru (17602)
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B.Braun Medical AG

B ‘ BRAUN Seesatz 17

SHARING EXPERTISE CH-6204 Sempach

Lot Certificate

Brand name: MELISEPTOL RAPID
Material number: 19048 Batch No: 21491M02
Package size and type: 1000 ml spray bottle Manufacturing date: 2021-12-06
Product Licence Holder: B. Braun Medical AG Expiry date: 2026-11

CH-6204 Sempach Seesatz Specification: FPS-88191

Manufacturing site: B. Braun Medical AG
CH-6204 Sempach Seesatz 17

Released quantity: 5 040 PC
Cortificari .

The product meets the requirements.
I the undersigned hereby certify that the above mentioned information is true and correct.
For analytical results, please consult the corresponding Certificate of Analysis.

B.BRAUN MEDICAL AG
Quality Unit

Manuel Bienz
Release Date: 20.12.2021

*#*#*End of Certificate®***

This document has been produced electronically and is valid without a signature. Source System: SAP ERP DEA, Form ZQM30_CBSP_LC V01

Print date/time: 21.12.2021/13:44:55 Inspection lot: 040007249029 Page 1 of 1



B BRAUN

SHARING EXPERTISE Certificate of Analysis Version 1 Page 1 of 1
Bulk Name: Meliseptol rapid
Bulk Number: 88191
Batch Number: 21491M02
Bulk Quantity: 15'300 kg
Filling Line: 2
Specification: FPS-88191

Analysis Completed: 16-Dec-2021

Parameters Units Limits Results Test Procedure
Assay % g/g 0.071-0.079 0.073 BSP-347/Ph. Eur. 2.2.20
Didecyldimethylammonium
Chloride
Assay 1-Propanol % alg 47.5-52.5 50.8 BSP-387/Ph. Eur. 2.2.46
Identification 1-Propanol - Complies Complies BSP-387/Ph. Eur. 2.2.46
Appearance - Clear, colourless solution Complies Visual
Odour - Characteristic odour of Complies Sensoric

alcohol
Relative Density (20/20) - 0.900 - 0.920 0.910 BSP-214/Ph. Eur. 2.2.5

| hereby certify that the information above is authentic and accurate.

B. Braun Medical AG
Seesatz 17

CH-6204 Sempach
Florian Bayard

Quality Control
Certificate released and signed electronically

Created on 16-Dec-2021 14:36:34 by Florian Bayard Report 3532
Template version 1
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